COBET EBPA3UMNCKOM 3KOHOMUYECKON KOMHUCCUH
PELIEHHME ot 3 HosA6ps1 2016 . N 80

OB YTBEPKJIEHWUH MPABUJI HAJITEXAIIEW IMCTPUBBIOTOPCKOM MPAKTUKU B PAMKAX
EBPA3HUICKOI'0 3KOHOMHUYECKOI'0 COI03A

B cootBercTBUU co cTaTbelr 30 JloroBopa o EBpa3sniicKoM 3KOHOMHUYECKOM coro3e oT 29 masa 2014
roja, cratberd 11 CorJsialieHUs 0 eAMHBbIX NPUHIMIIAX U NPaBUJIax 00palleHUs JeKapCTBEHHBIX CPe/iCTB B
pamkax EBpa3suiicKkoro saKOHOMUYECKOT0 cor3a oT 23 Jiekabps 2014 roja, nyHkToM 85 npusioxkedus N 1 k
PersameHTy pa6oTbl EBpasuiickoli 5KOHOMHYECKOW KOMHCCHH, yTBep:xJAeHHOMYy PemeHunem Beicimero
EBpa3suiickoro akoHoMuueckoro coBeta oT 23 gekabps 2014 r. N 98, u Pemenuem Bricuiero EBpasuiickoro
3KOHOMHYecKoro coBeTa oT 23 jiekabps 2014 r. N 108 "0 peanuzanuu CorJianieHds 0 e JUHbIX IPUHIMNIAX U
npaBuJiax obpallleHHsl JieKapCTBEHHBbIX CPeJACTB B paMKax EBpasuiickoro skoHoMudeckoro cowosa" CoBeT
EBpa3uiicKoil 9KOHOMHUYECKOH KOMUCCHUM PELIUI:

1. YTBepauTh npusaraeMbie [IpaBuia HajJjiexalled JUCTPUOBIOTOPCKONW MPAaKTHKA B paMKax
EBpa3uiicKkoro 3KOHOMHUYECKOI0 CO03a.

2. [IpaBuJia, yTBep K/ eHHble HACTOAILMM PeleHueM, BCTynarwT B CUJIy 0 UCTe4eHUHU 1 roja ¢ JaThl
BCTyIUIeHHUs1 B cuiy llpoTokosa, moanucaHHoro 2 fJekabps 2015 r., o npucoeguHeHud Pecny6inku
Apmenus k CoryialileHUIO 0 eAMHBbIX IPUHIMIIAX U IpaBUIaxX 06palleHus JIeKapCTBEHHBIX CPEACTB B paMKax
EBpa3uiickoro saKOHOMHU4Y€ECKOT0 co03a oT 23 fekabps 2014 roaa.

3. HacTtosiuiee Pemenve BcTymaeT B cuiy no uctedyeHuu 10 kaseHJapHbIX JHEHN € JaThl BCTYIJIEHUS
B cuiy lIpoTokosa, nmoanucanHoro 2 aekabpsa 2015 roja, o npucoeAuHeHUM Pecny6iMku ApMeHUs K
CorslallleHHI0 O €AMHBIX MNPUHLMIAX U NpaBUIax o6palleHUs JiIeKapCTBEHHbIX CPEACTB B paMKax
EBpasuiicKOro 3KOHOMHYECKOTO co3a oT 23 jekabpsa 2014 roxa, HO He paHee 4yeM Mo HcTedyeHUH 10
KaJleHJIapHbIX AHEeH ¢ AaThl 0pULIMAJbHOT0 ONyOJUKOBaHUSA HacTosero PemeHus.

Yenbl CoBeTa EBpa3uiickoil 3KOHOMHUYECKO KOMMCCUU:

Ot Pecniy6siiku ApMmeHus
B. l'abpuensin

Ot Pecny6siuku benapych
B. MaTo1eBcKUi

Ot Pecny6sinku Kazaxcran
A. MamuH

Ot Kbiprei3ckoi Pecriy6siniku
0. [lankpaToB

Ot Poccuiickoit ®enepanuu
H. lllyBasioB



MPABWUJIA HAJJIEXKAIIEA JUCTPUBBIOTOPCKOM MMPAKTHKH B PAMKAX
EBPA3HUICKOI'0 3KOHOMHUYECKOI'0 COI03A

(YTBepxzeHnb! Pemienrem CoBeTa EBpasuiickoil s3koHOMUYeCKON KoMUccHU OT 3 Hos16ps 2016 1. N 80 )

I. 06 e NoJI0KeHusa

1. Hacrosmue [lpaBu/ia sIBJASIOTCA 4acTbIO CUCTEMBbI OOecliedyeHUsl KaueCTBA M YCTaHABJIMBAIOT
IpaBuJia B OTHOLIEHUH JUCTPUOBIOLINY JIeKapCTBEHHbBIX CPELICTB.

2. Tpe6oBaHus HacTosAWMX [IpaBu/ NPUMEHSIOTCA B OTHOIUEHUM BCeX JIML, Y4YaCTBYIOLIUX B
JUCTPUOBIOLUU JIEKAPCTBEHHBIX CPEACTB B COOTBETCTBUM C BbINOJHSEMBIMU UMU QYHKLHUSIMHU, BKIIOYAs
JUCTPUOBIOTOPOB M TPOU3BOJUTEJEN JIeKapCTBEHHBIX CpeJCTB, HEe3aBUCHUMO OT BeJJOMCTBEHHOU
NPHUHAJJIEXKHOCTU U GOPMBbI COGCTBEHHOCTH.

lesbio Hag exallel AUCTPUOBIOTOPCKON MPAKTUKHU SIBJSIETCS COOJII0/[eHHe HaJJIeXKalUX YCI0BUH
XpaHeHMs], TPAHCIOPTUPOBKH M pPACHpPOCTPAHEHUs], HEOOXOAUMBbIX JJis obecledeHUs KadvecTBa,
fe3omacHOCTH W 3(PpIEeKTUBHOCTU JIEKAPCTBEHHBIX CPEACTB 10 BCeH IleMd IOCTaBKHM, a TaKxke
NpeaoTBPAIlleHUs PHUCKA MPOHUKHOBeHUS GalbCUPUIMPOBAHHBIX JIEKAPCTBEHHBIX CPEACTB B IIiElb
MOCTaBKMU.

CoGuroieHre Tpe6oBaHUM HacToAU[UX [IpaBUJI 06eCIeYUT KOHTPOJIb I[eNH MOCTABKU U TMO3BOJIUT
COXPaHUTb KAaYeCTBO U I|eJIOCTHOCTh JIEKapCTBEHHBIX CPE/ICTB.

3. TocymapcTBa - 4ieHbl EBpasuiicKoro 3KOHOMHYECKOTO COr03a (Jlajiee COOTBETCTBEHHO -
rocyjapcra-uieHbl, Coro3) BIpaBe NPUHMMaTb HOPMAaTUBHblEe IpPaBOBble aKThl, peryJHUpYIOIIHe
OTZie/IbHbIe 3Talbl JUCTPUOBIOLMY JIeKapCTBEHHBIX CPEJCTB M He NPOTUBOpeyallte HacTosuM [IpaBuiaMm
(HampuMep, 3Tanbl AUCTPUOBIOLUM JIEKAPCTBEHHBIX CPEJCTB, OTHOCHUMBIX K IPYINaM HapKOTHYECKHX,
IICUXOTPOINHBIX JIEKAPCTBEHHBIX CPEJCTB WM UX NMPEKYPCOPOB, JIEKAPCTBEHHBIX CPEACTB, OTHOCUMBIX K
rpynmne oco60 S0BUTBHIX (BBICOKOTOKCHYHBIX) COEJWHEHUH, JIEKAPCTBEHHBIX CPEJCTB, SBJISAIOLIUXCSA
MCTOYHUKAMH UOHU3UPYIOLIET0 U3JTyYeHHs ).

II. Onpenesienus
4. Jlns nenelt HacroAwWHUX [IpaBUI MCIIOJIB3YIOTCA TOHATHS, KOTOPble 03HAYAIOT CJleAylolee:

"Basuganusa”’ - JOKYMeHTaJIbHO odopMJIeHHble AeWCTBHUS, /0Ka3blBaIOIIHe, YTO MPOILEAYPa,
npoiiecc, 060py/I0BaHUE, MaTepyaJi, ONepalus U CUCTEMA COOTBETCTBYIOT 33/IaHHBIM TPeGOBAHUAM U UX
HCIOJIb30BaHUe OyZeT TOCTOSHHO TNPUBOJUTbL K  pe3yJbTaTaM, COOTBETCTBYWOINMM 3apaHee
YCTAHOBJIEHHBIM KPUTEPUSAM MPUEMJIEMOCTH;

"BO3BpaT" - OTHpaBKa JIEKAPCTBEHHBIX CPEACTB B aZipec MPOU3BOJUTEJS WJIHA JUCTPUObIOTOpA
HE3aBUCUMO OT TOT'0, UMEET JIU 3Ta NPOJAYKIUA JePeKT KauecTBa;

"IUCTPUOBIOTOP" - OpraHu3alnys ONTOBOW peajn3alyMy, UMELas pa3pellnTeJbHbIH JOKYMEHT Ha
OCYIIleCTBJIEHHUE JUCTPUOBIOIIMY, B TOM YHCJIe HA XpaHEHHEe U TPAaHCIOPTUPOBKY JIEKAPCTBEHHBIX CPEJICTB,
Y OCYILeCTBJSOLAs AeSITeJbHOCTD [0 UX JUCTPUOBIOLUHY;



"MUCTPUOBIOIUA" - e TeJbHOCTb, CBSI3aHHAs C 3aKyNKOH (3aKynoM, NpUoGpeTEeHUEM ), XPAaHEHUEM,
BB0O30M (MMIIOPTOM ), BIBO30M (3KCIIOPTOM), peasiv3alvel (3a UCK/IYEHHEM peau3allii HaceJleHUI0 ) 6e3
OTpaHUYeHUs 06'bEMOB U TPAHCIIOPTHUPOBKOM JIEKAPCTBEHHBIX CPEJICTB;

"30Ha" - MoMellleHUe WJM YacCTb MOMeLIeHHWH, Cllellha/ibHO NpeJHa3HaYeHHbIX [JJI BbIIOJHEHUS
Pa3IUYHBIX QYHKIUHT;

"KauyecTBO" - COBOKYITHOCTb CBOUCTB U XapaKTEPHUCTHUK JIEKAPCTBEHHOTO CPeJCTBA, BJIUAKIIMX Ha
€ro CoCO6HOCTD AeHCTBOBATh 10 HA3HAYEHUIO;

"KBasnduKauusa' -  OOKYMEHTaJIbHO  odOpMJEeHHble  JeHCTBHs, yJAOCTOBepAWINHe U
NOATBEPKJAIONIME, YTO OGOpPYAOBaHWE WJIM BCIOMOTaTeJbHble CHUCTEMbI CMOHTHPOBaHbI JIO/DKHBIM
06pa3oM, NpaBUJIbHO GYHKIHOHUPYIOT U JIEUCTBUTEBHO IPUBOAST K 0’KHU/Ja€MbIM pPe3yJIbTaTaM;

"Hagsexxallasi JAUCTPUOBIOTOpPCKAasi NpaKTUKA' - 4YacTb CUCTeMbl obecliedeHHUs] KavyecTBa,
rapaHTHUpyollas KayeCTBO JIeKAPCTBEHHbIX CPEJCTB Ha MNPOTSHKEHWHM BCeX 3TaNOB LeNU IOCTaBKHY,
BKJIIOYAsl XpaHeHWe U TPaHCIOPTHUPOBKY, OT MNPOU3BOAUTENSI [0 CYOBEKTOB, OCYLIECTBJISIOIIUX
IPOU3BO/ICTBO, ONTOBYIO peasiM3al{io, POSHUYHYIO peasiM3al{I0 UM OTIYCK HaceJIeHUIO JIeKapCTBEHHbIX
CpeJCTB, BKJIIOYasi OpraHU3al iy, OCYLeCTBIISOLIMEe MeJUIIMHCKYIO [1eSITEJIbHOCTD;

"obecrneyeHue KadecTBa JIEKApPCTBEHHBbIX Cpe,LICTB" - COBOKYINHOCTb BC€X OPTraHHWU3allMOHHBbIX
MepOHpHHTHﬁ, IMpOBeJEHHLIX B LI€JIAX YAO0BJIETBOPEHUA Tpe6OBaHI/IHM Ka4eCTBa JIEKapCTBEHHBIX CPEACTB B
COOTBETCTBHHU C UX HA3HAYEHHUEM;

"0630p pucka" - 0630p WJIM MOHHUTOPUHT Pe3y/JbTATOB MPOIeCcCa yIpPaBJeHUS PUCKOM C yYETOM
(mpy He06XOAMMOCTH) HOBBIX 3HAHUU U ONIBITA OTHOCUTEJIbHO PUCKA;

"oT3BIB" - I,EL(?I\/IICTBI/IE, KOTOpO€ HallpaBJIEHO Ha U3'bATHE U3 L€IIHU TIOCTABKH JIEKAPCTBEHHbIX CPEACTB
B CJ/Iy4ae BbIABJIEHHUA WX HEHaJJieXallero Ka4eCtBa UJIM BbIABJIEHHUA CEPbE3HbIX HeXKeJlaTeJIbHbIX peaxunﬁ
U KOTOpO€ MOXET OBbITH WHHUIUHUPOBAHO U3rOTOBUTEJIEM, UMIIOPTEPOM, ,E[I/ICTpI/I6b}OTOpOM, NMOCTaBIIMKOM
HJIK YIIOJTHOMOY€HHBbIM OPraHOM rocyaapCTrBa-4Ji€Ha;

"olleHKa pHUCKa" - CpaBHEHHe IMpeANoJIaraeMoro pHcKa C JaHHBIMU KpUTEPUSIMM DPHUCKA C
MCI0JIb30BaHUEM KOJIMYEeCTBEHHON U Ka4eCTBEHHOU ONpe/ie/IEHHOCTH 3HAYMMOCTH PUCKa;

"mepenyTbiBaHUe" - cCMellleHHe HECKOJIbKUX BUJI0B, Pa3HbIX CEPUU U (UJIM) MapTUH JIeKapCTBEHHBIX
CPeACTB WM MOJMEHA OJHOTO BHAA MNPOJAYKUUW JAPYTHMHU TNPU XPaHEHUH, TPAHCIOPTUPOBAHUU U
peasMzanuy;

"pYKOBO,ZLCTBO o Ka‘-[eCTBy" - AOKYMEHT, Ol'II/ICI)IBaIOLLU/Iﬁ CUCTEeMY Ka4deCTBa OpraHu3alu H
OXBaTbIBaI-OI.LlI/Iﬁ BCIO AeATeJIbHOCTb OPpraHu3aliuy UJIHU TOJIBKO €€ YaCThb;

"cucTeMa KadecTBa" - COBOKYIHOCTb BCEX 3JIEMEHTOB CHCTEMbl, HalpaBJIEHHOW Ha BHeApeHHe
[IOJIMTHUKU B 06JIaCTU Ka4yecTBa U 06ecredeHus AOCTUXKEHUS LieJlel B 06/1aCTH KauyeCTBa;

"CKJIa,ZL" - KOMIIJIEKC ClleqUaJIM3UPOBAHHBIX HOMQI.I.[EHPIﬁ, O60py,ZLOBaHI/IH, TEeXHUYECKHUX CpeAcCTB,
npeaHa3sHa4Y€eHHbIX AJid IPHEeMKH, XpaHEHUA U pealM3aluU JIEKAPCTBEHHbIX CPECTB,;



"ynpaBJjieHUe KayecTBOM" - METOJbl U BUJbl JAeATEeAbHOCTH, UCIOJb3yeMble /s BBIMOJHEHUS
Tpe6OBAaHHUM 10 KavyeCTBY W HalpaBJieHHble Ha yIpaBJieHHe I[POLEeCccoM, YCTpaHEeHHe MPUYHH
Hey/I0BJIETBOPUTEJbHOTO GYHKIIMOHUPOBAHUSA HA BCEX TANAX JKU3HEHHOTO IIUKJIa TPOAYKIUHY;

"yrnpaBJsieHHe PUCKaMH JJIs1 KadyecTBa" - CHUCTEMAaTHYeCKHM MPOLECC OLleHKH, KOHTPOJsl, 06MeHa
vHpopManueld U 0630pa PUCKOB /i1 KAYeCTBA JIEKAPCTBEHHBIX CPEJICTB HAa MPOTSIKEHUU UX KU3HEHHOTO
[[UKJIa;

"panbcuduupoBaHHbIe JEKAPCTBEHHbIE CPEJICTBA" - JIEKAPCTBEHHbIE CPE/ICTBA, MPOTUBONPABHO U
npeJjHaMepeHHO CHaG>XeHHble HeJOCTOBepHOW MHpopManuel 06 UX cocTaBe U (MJM) MPOU3BOAUTEJIE, A
TaKXXe€ O IOCTaBKaX, BKJIIOYas 3aldCd M [JOKYMEHTBI, 3aTparuBamwoliyde HCI0Jb30BaHHbIE KaHAJbI
JUCTPUOBIOLIMH.

Jns uener Hactossux [IpaBu:

NOHATUSA "KJIO4YeBOW 3Tanm" M "3HAaYMMOe HM3MeHeHHe' NPUMEHSITCS B OTHOIIEHWM JI060ro
npoiecca, KOTOpPbIA crocobeH NOBJAMUATH Ha I[OKas3aTeJd KayecTBa JIEKAPCTBEHHOTO CpejcTBa JU60
W3MEHUTb CTAOUIBHOCTb UX COXpPAaHEHWUS C yYeTOM BH/A HOMEHKJIATYPHBIX MO3UNUK (JIeKapCTBEHHOH
ZledeKTyphbl), C KOTOPbIMU Pa60TaeT KOHKPETHBIN JUCTPUOBIOTOP;

vnon

NOHATHSA "3HAaYUMBIN", "Haanexawuin" 1 "[O0CTaTOYHBIA" TPUMEHHUTENBHO K JIDOOMY NPOLEeccy Uin
3JIEMEHTY CHUCTEMbl JUCTPUOBIOLUU JIEKAPCTBEHHBIX CPEJACTB O3HA4yal0T, YTO JaHHBIM HpOLEccC WU
3JIeMeHT crnoco6eH 06ecrneyuTb BbINOJHEHHWE Tpeb6oBaHUM HacTosmuX [IpaBU/a U rapaHTUPOBaTh paboTy
CUCTeMBbI obeclieyeHHs] KauecTBa TaKUM 06pa3oM, YTOObl CBOEBPEMEHHO YCTAHOBHUTBD Jilo60€e OTKJIOHEHHE
OT IOKa3aTeJiell KayecTBa JIEKAPCTBEHHOI'O CpPeJCTBA JIM60 M3MeHEeHHUs CTAaGUJIbHOCTH WX COXpPAaHEHMS C
y4eToM BH/Jla HOMEHKJATYPHbIX MNO3ULUN (JleKapCTBEHHOU JAedeKTypbl), C KOTOPbIMU paboTaeT
KOHKPETHBIN AUCTPUOBIOTOP;

NoJi KJIUMEHTaM{ I[OHHMMAIOTC TMOCTaBIIMKH, ayTCOPCUHTOBble OpraHM3alUM, MoJydyaTesau
(mokynaTesiM) JileKapCTBEHHBIX CPEACTB, a TaKkKe Bce CyObeKThl cdepbl o6palleHUs1 JIeKapCTBEHHBIX
CPeACTB, C KOTOPbIMH JJUCTPUOBIOTOP HAaXOJUTCS B JJOTOBOPHBIX OTHOLIEHUAX (BHE 3aBUCHMOCTH OT TOTO,
odopMJIeH JOrOBOP B YCTHOW WJIM TMCbMEHHOU popMme), U Jip.;

IIOHATHE "paCCJ'[e,ELOBaHI/Ie" O3Ha4aeT YCTaHOBJIEHUE HpPILII/IHHO-CJIe,HCTBeHHOfI CBA3U MeEeXAy
BO3HUKIIHMM OTKJ/IOHEHHEM B AI/ICTpI/I6b}0TOpCKOf/’I nennu U BO3MOMHBIMH Cl)aKTOpaMI/I, JIeXKallUMH B €ro
OCHOBe€, BbIIIOJIHEHHOE ,E[I/ICTpI/I6bI-OT0pOM HJIN aYTCOpCPIHFOBOﬁ opraHI/I3au1/1e1‘/'1.

III. OcHOBHasA YacThb
1. Ynpas/jieHue KaueCTBOM
1.1. IpuHIUO

5. AI/ICTpI/I6b}OTOpr CO3Jal0T U NMoAAEP!KUBAKT CUCTEMY Ka4deCTBa, OoIlpedesIAlyo O6H3aHHOCTI/I,
nponeccol ¥ NPUHOUIIBI YIIPAaBJIE€HUA PUCKAMHU B OTHOIIEHHWH OCYH.[ECTBJIHCMOP'I MU OeATEJIbHOCTH. Bce
I,Z[el‘/'ICTBI/IH, CBA3aHHBbIE C AHCTpH6b}OHH6ﬁ, AOJIXKHbI OBbITH OJHO3HA4YHO oIlipeAe/JIeHbl U IPOAaHAJIU3UPOBAHBI.
KitoueBble 3Tanbl Inmponecca OINTOBOH peann3anuun (BKJ'I}O‘{aH HanboJiee 3HAaYMMBble I/ISMEHCHI/IH) AOJIXKHbI
ObITb OGOCHOBaHBI U npu H606X0,£[I/IMOCTI/I BaJIMJVPOBAHBI. OTBeTCTBEHHOCTb 3a CIJYHKLII/IOHI/IpOBaHI/Ie



CHUCTEMbI KayecTBa HeCEeT PYKOBOAUTEJb OpraHusanuu. [lepcoHas opraHu3anuy JO/HKEH HaJjexallluM
00pa30oM HCIOJHATh 06513aHHOCTH, CBI3aHHBIE C PYHKIIMOHHPOBAHHUEM CUCTEMbI KauecTBa.

1.2. CucreMa KadyecTBa

6. CucTteMa ynpaB/ieHWS KaueCTBOM BKJIIOYAET B Ce6s1 OPraHU3alMOHHYI0 CTPYKTYpY, POLeAypHI,
IpoLecchl U Pecypchl, a TaKXKe JelCTBHS, HeoOXOJAUMBbIE JJisl OOecledyeHUs] COXpaHEeHHUs KadecTBa U
11eJIOCTHOCTH NOCTaBJIsIEMbIX JIEKAPCTBEHHBIX CPEACTB U HEBO3MOXXHOCTH UX pasbcudUKaLUM B Npolecce
XpaHeHUs U (UJIK) TPAHCTOPTUPOBKH.

7. CucteMa KadecTBa JO/PKHA OBITb MOJIHOCTBIO JJOKYMEHTUPOBaHA, ee 3QPeKTUBHOCTb J0JIKHA
noJiBepraTbCsi MOHUTOPHUHTY Y aHaau3y. [lelcTBUSA epCcoHa/a, OTHOCAILMECA K CUCTEME Ka4eCTBa, JOKHBI
OBITh ONMCAHbI B COOTBETCTBYIOLIMX NMCbMEHHBIX NpoLieAypax. Heo6xo4MMo BHeJpUTDb U NOAAEPKUBATDH B
aKTyaJIbHOM COCTOSIHUHM PYKOBO/JCTBO 110 Ka4eCTBY.

8. PYKOBO,LICTBOM OpPraHrW3allU Ha3Ha4YaeTCd OTBETCTBEHHOE€ JINL O, HaAe/JIeHHO€e IMOJIHOMOYUAMH U
06513aHHOCTSAMMU AJIA obecreyeHUs BHeApPpEHHWA W Noadep>KaHUuAd B aAKTyaJIbHOM COCTOAHHWHW CHCTEMbI
Ka4dyeCTBa.

Bce yacTu cucTeMbl KauyecTBa JOJ/KHbI ObITh HAAJIEXKAIUM 060pa3oM obecriedeHbl KOMIIETEHTHBIM
[epCOHAJIOM, JOCTATOYHBIM KOJIUYECTBOM MOMeIleHHUH, 060PY/[0BaHUS U TEXHUYECKUX CPEJICTB.

9. HpI/I CO3aHWH, NNoAAEePXKAHHUHU WK HM3MEHEHHWH CUCTEMbl KadeCTBa H606XOAI/IMO YYHUTbIBATDb
OpPraHU3alMOHHYI0 CTPYKTYpPY, 00'beM BBINOJHSAEMBIX PAGOT U YCIYT U MHOTONJIAHOBOCTb JeTeJbHOCTU
JUCTPUOBIOTOpA.

10. ¥ pucTtpubbloTOpa JAOJDKHA ObITh BHEJpEHa CUCTeMa yNpaBJeHWs HW3MeHEeHHUsMH, KoTopas
JIoJDKHA ObITh MPONOPLUOHAIBHONW U 3Q(dEeKTUBHOM, a TakKe OCHOBAaHHOU Ha MPUHLMIIAX yHpaBJeHUs
pUCKaMHU JiJis KauecTBa.

11. CucteMa KayecTBa AOJIXKHA rapaHTHUPOBATL CjeAyrollee:

a) JIeKapCTBEHHbIE CPeJCTBA MPHUOOPETAIOTCS, XPAHATCS, TPAHCIOPTUPYIOTCS, MOCTABJSIOTCS WU
3KCNOPTUPYIOTCS C COGJII0/ileHHeM TpeboBaHUM HacTosuX [IpaBu;

6) 06513aHHOCTH PYKOBO/ICTBA OPraHU3aIUU Y€TKO OIpe/iesIeHbl;

B) JIEKapCTBE€HHbIE CpeACTBa AOCTABJIAKTCA HaAJIE€XKAUUM I10J1ydaTeJIAM B COrJIacCOBaHHbIU nepuoj
BpEeMEHH;

l") AOKYMEHTaJIbHOE OCI)OpMJ'IEHI/Ie AEﬁCTBHﬁ ocyliecTBJdeTcd B XOJA€ BbIIIOJIHEHUA WU
HEenocpeACTBEHHO I10CJI€ 3aBepIIE€HHNA COOTBETCTBYHOUINX IL[ef/'ICTBI/II‘/JI;

L[) OTKJIOHEHHA OT YCTAaHOBJIEHHBIX IMpoueAayp AOKYMEHTAJ/JIbHO OCl)OpMJIHI-OTCH N B UX OTHOLIEHHUH
MMpoOBOAATCA paccyieqOBaHUA;

e) HeoOXOoJMMble KOPpPEKTHUpYIOLIMe W NpeAynpexjarlde JeHcTBUS NpeANpPUHHUMAIOTCA JJIs
yCTpaHeHMs OTKJOHEHUH U NpeAynpex/JeHNUs UX NOosBJeHUs B COOTBETCTBUM C MPUHIMIIAMU YIIpaBJIeHHUs
pHCKaMHU Il KayecTBa.



1.3. Ynpasienue AeAaTeJIbHOCTbIO, nepejaBaeMou JJIs1 BbIIIOJIHEHUA
Apyromy juny (ayrcopcuHr) 12. CrucreMa KayecTBa BKJ/IIOYAeT B ce6s1 KOHTPOJIb M aHAJIU3 JIeSITe/IbHOCTH,
nepe/laHHON Ha ayTCOPCHUHT U OTHOCAIENCS K NPUOOpPETEHUI0, XpaHEHUIO, TPAHCIIOPTUPOBKE, NOCTAaBKe
WK 3KCHOpPTYy. JledTeJIbHOCTb MO ayTCOPCHUHTY JOJ/DKHA YYUTBHIBAaTh BO3MOXKHbIe PUCKU [Jisl KauyecTBa U
COJlEPXKATh:

a) OLleHKy NPUTOJAHOCTHU Y KOMIIETEHTHOCTH HUCIIOJIHUTEJIS BBIIIOJIHUTB 00653aTe/1bCTBa 110 JJOTOBOPY
JOJDKHBIM 00pa3oM, a TaKKe NPOBEPKY Ha/MyWs y MUCIOJHUTe]sl HeoO6XOJAHWMbIX pas3pelliUuTeNbHbIX
JLOKYMEHTOB B COOTBETCTBUH C 3aKOHOAATEIbCTBOM rOCYJapCTB-4/IEHOB;

6) ompejesieHHe OTBETCTBEHHOCTH, MOPS/IKa B3aUMOJIENCTBUS CTOPOH U o6MeHa MHOpMaLUel o
JleCTBUSAX B paMKax MepONPUATHH, OTHOCSAILUXCS K KAa4eCTBY;

B) MOHHUTOPHHI Y aHAJIU3 AeATeJIbHOCTU HMCIIOJIHUTEJIA, a TAKXe ollpeae/ieHHe U BHEeJpPEeHHE Ha
pEFYHHpHOﬁ OCHOB€ MeD, HEO6XO,ILI/IMbIX AJIA yaydlIeHHsd.

1.4. MOHUTOPMHTI M aHAJIU3 CO CTOPOHbI PYKOBO/ACTBA

13. PykoBO/ICTBO OpraHU3alMH J0/DKHO YCTAaHOBUTh pOpPMaIM30BaHHBIN NPOLECC NEPHUOJUIECKOTO
0630pa cucteMbl kayecTBa. 0630p J0/KEeH BKJIOYATh B CeOsI:

a) OL€HKY CTEIIEeHH JOCTHUXKEHHA HEHEﬁ CUCTEeMbI Ka4€eCTBa,

6) olLieHKY Noka3aTeJsiel 3pPEeKTUBHOCTH, KOTOPbIe MOT'YT OBITh HUCIO0JIb30BaHbI JJiI MOHUTOPUHTA
30 PEKTUBHOCTH TaKHX MPOIECCOB CHCTEMBbI KavyeCcTBa, KaK KOJIMYECTBO MpPETEH3WUH, OTKJIOHEHUH OT
YCTAHOBJIEHHBIX HOPM, 3P PEKTUBHOCTh KOPPEKTUPYIOLIUX U MPeAYIPENKJAIINX JeHCTBUN, U3MEHEHUS B
npolieccax, OT3bIBbI O JIeATEJbHOCTH M0 ayTCOPCUHTY, MPOIECChl CaMONPOBEPKHU (BKJ/IIOYAsA aHAJIM3 PUCKOB
W ayJuThl), pe3yJbTaThl BHEIIHEro KOHTPOJsA (BKJOYasg HWHCIEKIHUA W ay/JuThl), BbIsIBJEHHbIE
HECOOTBETCTBHUS, ay/IUThI KJINEHTOB;

B) HN3MEHEHHUS, BHECEHHbIe B HOpMAaTHBHbBI€ IIPABOBbIE€ dAKTbI, pYKOBOJACTBA, 4 TAKX€ BO3SHUKHOBEHHE
HOBBIX O6CTOHT€J’[bCTB, CBA3aHHBIX C Ka4ieCTBOM, KOTOpPbl€ MOTIYyT OKa3daTb BJIMAHHE Ha CUCTEMY
ylnpaBJj€eHUA Ka4eCTBOM,

') MHHOBALMH, KOTOPbIe MOTYT NOBBICUTb 3QPEeKTUBHOCTb CUCTEMBI Ka4eCTBa;
[l) U3MeHeHMUs B [1eJI0BOU cpeJie Y NOCTaBJIEHHBIX LieJIX.

14. PESYJIbTaTbI o630pa CHUCTEMbI Ka4eCTBa CO CTOPOHBI PYKOBOACTBA AO0JIXKHBI OBITH CBOEBPEMEHHO
AOKYMEHTaJIbHO O(l)OprIeHbI " AOBEAEHbI A0 CBeJeHUA TepCoHaJia.

1.5. YnpaB/ieHHe pyUcKaMHM AJis1 KauecTBa

15. YnpaBjieHMe pHCKaMM [IJisi KadyeCcTBa SBJSETCS CUCTEMAaTHYECKUM MPOIECCOM OIeHKH,
KOHTPOJIsl, 06MeHa HHbopManreld 1 0630pa PUCKOB [JIs KAYeCTBA JIEKAaPCTBEHHBIX CPEJICTB. ITOT MPOLECC
MOXXET TPOBOJUTHCS KAK MEPCIEKTUBHO, TAK U PETPOCIEKTHUBHO.

YHpaBJIEHI/Ie pucCKaMu [Jid Ka4dYecCTBa IMpe[rnoJiaraet, 4YTO OLOEeHKa PpHCKOB [Jd KadecCTBa
OCHOBBIBA€TCA Ha HAYYHbIX 3HAHUAX, IPAKTHIE€CKOM OIIbITE pa6OTbI W HallpaBJI€eHA Ha 3dlIUTY 340POBbA



nanyeHta. O6beM paboOT MO yNpaBJEeHUID PUCKAMU /Jil KadyecTBa U JIOKyMeHTajibHOe odopMiieHUe
pe3yJIbTaTOB OLleHKH PUCKOB J0JDKHBI ObITb COM3MEPUMBIMHU C YPOBHeM pucKa. [IpruMepnl mpolueccoB U
WHCTPYMEHTOB MO YIpaBJeHUI0 pUCKaMM NpHBeJleHbl B IpaBUJIaX HajJjexalllell NpOU3BOACTBEHHOM
NpaKTUKM EBpasuiickoro 5KOHOMMYECKOIO COH3a, YTBepXKJaeMbIXx EBpasuickoll 3KOHOMHUYECKOH
KOMHCCHEN.

2.IlepcoHan
2.1. lTpuHIUI

16. BrbinosiHeHHe TpeOOBaHWH HaJJIeXalled JUCTPUOBIOTOPCKOW NPAKTUKH 3aBUCUT OT
YyesioBedyeckKoro paktopa. JucTpubb0TOpP JO/KEH UMETh JIOCTaTOYHOE KOJIMYECTBO KBATUPUIIMPOBAHHOTO
IepcoHasia AJis1 pelleHHs BCeX 3ajJiad, 3a KOTOpble OTBeYaeT opraHusainus. Kaxkiblii paGOTHUK J0JIKEH
3HATh YU MOHUMAaTh TPeOGOBAHUA HaJJIeKallel JUCTPUOBIOTOPCKON MPAKTUKH B YaCTH, Kacalollehcsa ero
JesaTeJbHOCTU. Kakablii pabGOTHUK [JO/DKEH MOHUMAaTh WHAWBHUAYAJIbHYI0 OTBETCTBEHHOCTb, KOTOpPas
JIOJDKHA OBITh JOKYMEHTHPOBAHA.

2.2. OTBEeTCTBEHHOE JIMIL0

17. PyKoBOACTBOM JAUCTPUOBIOTOpA JOJ/KHO ObITh Ha3HAauYeHO OTBETCTBEHHOE JIMLO.
OTBEeTCTBEHHOE JIMLO JOJ/DKHO COOTBETCTBOBATh KBaJMGUKALMOHHBIM TpeGOBAaHUAM, YCTAaHOBJIEHHBIM
3aKOHO/AaTeJIbCTBOM TOCY[apCTBa-4ieHa, U 00/1ajaTb Heo6X0AUMOMN KBaiMduKayuel (peAnoYTHTEIBHO
dapManeBTHYECKUM 06pa30BaHUEM), ONBITOM U 3HAHUSIMU B 00J1aCTH HajJjiexalled AUcTpubblonuu. B
OT/Ie/IbHBIX CJIy4asiX OTBETCTBEHHOE JIULO0 MOXKeT UMeTh HedpapMalleBTHYECKOe 06pa3oBaHue, B TOM YUCJIe
Ipy JUCTpUOBIOLMU pajrodapMalleBTUYeCKUX IpenapaToB - o6pa3oBaHHe B 00J1aCTU PafyoOHOJIOTUH,
safiepHol QU3UKU WU paAuodU3UKU, IPU JUCTPUOBIOIUU MEJUIUHCKUX ra3oB - obpa3zoBaHue QU3MKO-
TexHudeckoro npoduis. Ilpodusp ob6pa3oBaHUs OTBETCTBEHHOrO JIMLA JO/DKEH ObIThb YCTAaHOBJIEH
PYKOBOJACTBOM IO KadeCcTBY JAUCTPUObIOTOpA HCXOJs K3 €ero HOMEHKJAaTypbl TOBApHbIX MO3ULUK
JIeKapCTBEHHbBIX CPEJICTB.

18. OTBeTCTBEHHOE JIMIO AOJI)KHO BBINNOJIHATHL CBOU 06513aHHOCTH JIMYHO. ,[[OCTyr[ K KOHTaAKTaM C
OTBETCTBEHHbLIM JIMIIOM AOJIXKEH ObITb O6GecleyeH B MOCTOSTHHOM pexume. OTBeTCTBEHHOE JINIIO MOXKeT
A€JIETUPOBATDb 4aCTb CBOUX 06H3aHHOCTefI, HO He OTBETCTBE€HHOCTbD.

19. MMo/sIHOMOYHSI OTBETCTBEHHOIO JIMIIA MO MPUHATHIO PelIeHUH B paMKax CBOMX JOJIKHOCTHBIX
06s13aHHOCTEN, a TaKKe HeOoOXOJUMble Pecypcbl JJIi MX BbINOJHEHHUS AOJDKHBI ObITb OIpeZeseHbl
JOJDKHOCTHOM MHCTpyKIMed. OTBETCTBEHHOE JIMI0 JOJKHO ObITb HajeJeHO 4YeTKO OIpeae/eHHbIMU
MOJIHOMOYHSIMH, PECYypPCaMH ¥ 30HAMH OTBETCTBEHHOCTH, HEOGXO0JUMbIMHU [IJIsl BBINIOJIHEHUS BO3JIOXKEHHbIX
Ha HEero 06s3aHHOCTEMN.

20. OTBeTCTBEHHOE JIMIIO JOJOKHO BBINOJHATH CBOU O00S3aHHOCTU TaKHWM 00pa3oM, 4TOOBI
JUCTPUOBIOTOP MOT NOATBEPAUTD COOJI0IEHHE HAIIeKallel TUCTPUObIOTOPCKOM MPAKTHKHU.

21. K 06513aHHOCTSIM OTBETCTBEHHOT'O JINIIAa OTHOCATCA:
a) obecrneyeHue BHeJPEHUA U NoAACPKAHUA CUCTEMbI YIIPABJIEHUA Ka4€CTBOM,

6) KOHLOEHTpPaluA Ha ylIpaBJI€HUHU YCTaHOBJIEHHOfI AedATeJIbHOCTBIO U Ha o6ecrie4eHUH TOYHOCTU U
KayecTBa 3anucei;



B) obecrnedyeHHe BHeJpeHUs] U MOJAJep:KaHUsS NPOrpaMM NePBUYHOIO U MOC/AeAYOLero 06y4eHus
JlJI1 BCETO NlepCoHaJIa, BOBJIEYEHHOI'0 B IPOLECC AUCTPUOBIOLINY;

r) KOOpAMHHUPOBAaHME M CBOEBpEMeHHasl OpraHM3anus OT3biBa JIEKAPCTBEHHBIX CPEACTB U3
obOpaleHus;

I1) obecnedyeHue 3¢pPeKTUBHOU pabOThI C MPETEH3UAMU MTOKyNaTe el (mosydaTeseil);
e) yTBep:K/eHue NOCTaBIUKOB U NoJy4yaTesiel;

) yTBepXKJeHHe Ilepeliadyd Ha ayTCOPCHUHT JeATeJbHOCTH, NOTEHIUa/JIbHO BJHUSAOIIEH Ha
cobJII0ileHe HaJ iexKalllell JUCTPUObIOTOPCKON NPAKTHKY;

3) obecnevyeHre NMPOBeIeHUsI CAMOUHCIIEKLUH B COOTBETCTBUU C YCTAHOBJIEHHOU MEPHUOAUYHOCTbIO
Y NIOAr0TOBJIEHHOW NIPOrpaMMOH, a TaK»e NPUHATHUS He0O6X0AUMbIX KOPPEKTUPYIOIIUX Mep;

1) XpaHeHHe He0OX0AUMBIX 3alIMCeH, OTHOCSLIMXCS K JAeJIerMPOBaHHbIM 00513aHHOCTSIM;

K) NPUHAATHE pelleHUH OTHOCUTEeJbHO BO3BpallleHHbIX, 0TO3BAaHHBIX, OTKJIOHEHHBIX, TPU3HAHHBIX
He06poKaYecTBEHHBIMH, GabCHUPULUPOBAHHBIX JIEKAPCTBEHHBIX CPEJCTB;

J'I) o,qo6pe1-me BO3BpallleHUdA JIEKAPCTBEHHbIX CPEACTB B KATETOPHUIO IPHUTOAHBIX AJId peaJIn3alnu,;

M) obecrnedyeHde COOGJIIOAEHUST JIIOOBbIX [JIONOJHUTEJNbHBIX TpeOGOBaHUM, YCTAaHOBJEHHBIX B
OTHOLIEHUU ONpe/ieIeHHOH MPOAYKIMH 3aKOHO/JaTeIbCTBOM rOCY/1apCTB-4JIEHOB.

2.3. IIpo4wnii nepcoHaI

22. IucTpuOBIOTOp JJO/DKEH UMETb JJOCTaTOYHOE KOJIMYEeCTBO KBaJUPUIMPOBAHHBIX PAaGOTHHKOB,
BOBJIEYEHHBIX B [IeITEIbHOCTD 10 AUCTPUOBIOLIMH JIEKAPCTBEHHBIX CPE/ICTB Ha BCEX ee Tanax. KosnyecTBo
paGOTHUKOB OIpejiesisieTcsl 00'beMaMHM BBINOJIHAEMBIX paboT M TpeGOBaHHUAMH 3aKOHOJATeNbCTBA
rocy/lapCTB-4JI€HOB.

23. OpraHu3alMOHHas CTPYKTypa AUCTPUObIOTOpPa 0QOPMJISIETCA B BUJIE CXEMBI M YTBEPXKAAETCS
pykoBoauTeseM. DyHKIMH, 00S3aHHOCTM W B3aUMOJIEHCTBUE PAGOTHUKOB JO/DKHBI ObITh YETKO
0003Ha4YeHbI.

24. Ha pa6OTHI/IKOB, 3daHMMaAImMX KJ/II04EBbIEe OOJI’KHOCTH, [OOJIXKHbI ObITH COCTaBJIEHBI
AOJDKHOCTHbIe HHCTPYKIIMH, B KOTOPLIX OIIpeaedrTCd UX AOJIXKHOCTHBIE O6H33HHOCTI/I, d TaKXe IMopAAOK
HUX 3aMelleHUudA APpYyTuMHU pa6OTHI/IKaMI/I.

2.4. 06y4yeHnue

25. Bce pa6OTHI/IKI/I, BOBJIeHe€HHbI€ B AEeATEJIBHOCTb IO ,E[I/ICTpI/I6bI-OU,I/II/I JIEKapCTBEHHbIX CpPEeACTB,
AOJIXKHBI l'IpOI‘/JITI/I O6y‘-l€HI/I€ 10 BOIIpOCaM, KaCaromuMmcd Ha,[[J'IE)KaIJ_IEﬁ AHCTpH6b}OTOpCKOﬁ MPaKTHKH,
HNMETb H806XO,ZLI/IMy1-O KBaJII/I(l)I/IKaLU/I}O /A0 Ha4daJjia BbIIIOJIHEHHUA CBOUX JOJIXKXHOCTHDBIX 00513aHHOCTEH.

PaboTHUKHU AOJIKHbBI MPOXOAWUTHb IE€PBHUYHOE M IIocjeAyroliee 06yquI/1e B COOTBETCTBHHU C
BBINOJIHSIEMBIMU UMHU 06SI3aHHOCTSAMH Ha OCHOBAaHUH MUCbMEHHO OCl)OpMJIEHHbIX npoueayp U nporpaMmbl



o6ydyeHusi. OTBETCTBEHHOE JIMIIO JIO/DKHO TOJJIeP>KUBATh KOMIIETEHTHOCThL IlepcoHasia B 06J1IacTH
Ha/Jiexallel AUCTPUObIOTOPCKOHN MPAaKTUKU MTOCPEACTBOM PEry/ASIPHOr0 00yYeHus.

Jlono/sHUTEeNbHO OOy4YeHUe [OJDKHO BKJ/IOYATh acCleKTbl HAeHTUGUKALUU NPOAYKIMU U
npeaoTBpalleHUs MoNaAaHus B IIeNb IOCTaBKU PpalbCUPUIIMPOBAHHBIX JIEKAPCTBEHHBIX CPEJCTB.

26. [lepconas, paboTatoluil ¢ MPOAYKIIMEH, B OTHOLIEHUU KOTOPOW YCTAaHOBJIEHBI GoJiee KeCTKUe
yCJI0BUA O0OpallleHus, AO0JDKEH MPOUTH ClelUa]bHYl0 MNOATOTOBKY. [IpuMepaMu Takodl NpPOAYKLHH
SIBJIIIOTCSl OTHEOIaCHble, B3PbIBOONACHBIE, JIETKOBOCIJIAMEHAIINECS], JIerKOropoyre, paJUoaKTUBHbIe
MaTepuasbl, JieKapCTBEHHble CpPeJACTBa, MoJJexaliie 0co60My KOHTPOJIIO B COOTBETCTBUU C
3aKOHO/ATe/IbCTBOM I'OCy1apCTB-YJIEHOB, TEPMOJIabU/IbHbIE JIeKapCTBEHHbIE CPe/CTBA.

27. 3anucu 0 NpoBeJieHUH OOYYeHHs MOAJEXAT XpaHeHHIo, a 3PpPEeKTUBHOCTb 06yUeHUs J0/DKHA
NEPUOINYECKH OIEHUBATLCA U IOKYMEHTHPOBAThCS.

2.5. T'uruena 28. JlokHbl OBITb YCTAaHOBJIEHBI W JOJDKHBI COOJIIOJATbCS COOTBETCTBYIOLHE
npoueAypbl MO TUTHeHe TPyJa W JIMYHOW TrUrueHe pPabOTHHUKOB, NMPHMEHUMbIE K OCYIIECTBJISIeMOMN
eI TeJIbHOCTU. JTU MpPoLeAypbl AOKHBI BKAKYATh TPe60OBaHUs, OTHOCAIIMECS K 3[J0POBbIO, TUTHEHE U
oJlexe.

3. [lomeeHns U 060pyAOBaHME
3.1. llpuHIMD

29. JIucTpubOBIOTOpP JO/KEH HUMeTb NPUroJHble MOMelleHHUs, 060pyZoBaHHUe s obGecrneyeHUst
HaJ/IeXallero XpaHeHUs1 W PaCIpOCTPAaHEHUs JIEKAapCTBEHHBIX CpeAcTB. [loMelneHUs JO/IKHBI OBITh
YUCTBIMH, CYXMMH, B HUX JI0JKHBI TOAEPKUBATHCS TpebyeMble TeMIepaTypHbIN peXUM U BJAXKHOCTb.

3.2. [lomemeHus

30. INomeleHUs1 JO/KHBI ObITh CIPOEKTUPOBAHbI MJIM NMPHUCIOCOGJEHBI TaKUM 06pa3oM, YTOGbI
obecneyuTb co6JII0/ileHHe TpebyeMbIX YCJ0BUM XpaHeHUsl. OHU JOJKHBI ObITh 3alMIeHHBIMU, IPOYHBIMU
M 006J1a/JaTh JOCTAaTOYHOHW BMECTHUMOCTBIO JJisi 6e30MacHOTO XpaHEHWs JIeKapCTBEHHBbIX CPEeJCTB U
obpauieHHUs ¢ HUMHU. [lisi obecrnieyeHUs] TOYHOCTH U 6€30MaCHOCTH BCEX NMPOBOJMMBIX OIepalHil 30HbI
XpaHEeHHs JO/DKHbI UMETh Ha/IJIEXKAIYI0 OCBEI€eHHOCTb.

31. B cayvae eciu moMmelleHHe He NPUHAJJIEKHUT HENOCPEJCTBEHHO JUCTPUOBIOTOPY, JaHHOE
NoMellleHHe MOXKeT HCI0JIb30BaThCA AUCTPUOBIOTOPOM IO JOrOBOpPY apeHAbl (cyGapeH[bl) JKOO Ha
OCHOBaHHM HHOTrO BelHOro (MMYIECTBEHHOI0) WJM 0053aTeJbCTBEHHOr0 TMpaBa. [loMeleHus,
HCIOJIb3yeMble [IJIsT XpaHEHUs JEeKapCTBEHHBIX CPEJACTB, [AOKHbI BBOJUTbCS B IJKCILUIyaTallUld B
COOTBETCTBHUH C 3aKOHO/IATE/ILCTBOM FOCYyZIapCTB-4JIEHOB.

32. JlekapcTBeHHbIE CPEACTBA AO/DKHBI XPAHUTBCS COOTBETCTBYIOIIMM 00pPa3oM B BbIJI€JIEHHBIX U
4eTKO 0603HaUYeHHbIX 30HAX, IOCTYN B KOTOpbie paspellieH TOJbKO MePCOHay, UMEIeMy Ha 3TO MPaBo.
Jlrobasgs  cucteMa, 3aMeHswpmEas — QU3MYECKOe  pasjieJleHWe  30H  XpaHeHUs  (Hampumep,
KOMIIbIOTEPU3UPOBaHHAsA CHUCTEMA), JIOPKHA 06GecrnedynBaTh 3KBUBAJIEHTHbIM YpOBeHb 6Ge30MacHOCTH U
ObITh BaJIUAUPOBAHA.


https://bazanpa.ru/sovet-evraziiskoi-ekonomicheskoi-komissii-reshenie-n80-ot03112016-h2868711/

JlekapcTBeHHbIEe CpeACTBa, B OTHOLUEHUMH KOTOPbIX He MPUHSATO OKOHYATe/JbHOe pelleHHe 00
obpalleHUH WM obpallleHue KOTOPbIX NPHUOCTAHOBJIEHO, A0J/DKHBI ObITh M30JUPOBaHbI JIM60 GU3NUeCKH,
JIMO60 C MPUMEHEHUEM 3JIEKTPOHHON CUCTeMbl, obecneynBalolleil 3KBUBaJIEHTHOE pasjesieHue. JlaHHOe
TpeboBaHMEe OTHOCHUTCS, HalpuMMep, K JIIOGOH MNpPOAYKLMH C NoAO3peHHeM Ha aibCUPUKALUI0 U K
BO3BpallleHHOW NPOAYKIHH.

Jlo6aa ¢panbcudunmpoBaHHas NPOAYKIMS, NPOAYKIHS C UCTEKLIMM CPOKOM I'OJJHOCTH, OTO3BaHHas
NpPOJYKIMS, a TakkKe 3abpakoBaHHasi (OTK/JIOHEHHass B IeM IMOCTAaBKH) MNPOAYKIUSA [AOKHA OBITh
HeMe/lJleHHO QU3MYeCKH U30JMpOBaHa M pa3MellleHa B CHeLMaJbHO BblJleJIeHHON 30He, OT/AeJIeHHOH OT
JPYTHX JIEKapCTBEHHBIX CPEJCTB, IPUTOAHBIX IS JUCTPUOBIOIMH. JleKapCTBEHHbIE CPEJICTBA, M0JIyYEeHHbIE
U3 TPeTbUX CTPaH U He NpeJHa3HayeHHble i obpaluieHUss Ha pblHKe Cor03a, TakKe JOJDKHBI OBITh
$bU3nYecKy U30JUPOBAHDI.

[IpeanpuHATbIe Mepbl 6€30NaCHOCTH [JJO/DKHBI FAapaHTHPOBATh, YTO JaHHblEe 30HbI 06eCleYyrBalOT
XpaHeHUe MPOAYKLHUHM OTJEeJbHO OT JIEKAapCTBEHHBIX CPEJCTB, MPUIOAHBIX A/ JUCTPUOLIOLUH, U B
YCJIOBUSAX, MCK/IOYAIOLIMX HMX MOCTyNJeHue B CBOOOJHOe ob6palleHue. /laHHble 30HBI JOJKHBI ObITh
uJeHTUGULMPOBaHbl (0603HaY€eHbI) HaJ IeXallMM 06pa3oM U 3allUlleHbl OT HEIPaBOMEPHOT0 JOCTYIIa.

JlekapcTBeHHbIEe CPeCTBa, Tpebyolue 0co60ro obpalleHus (HanpuMep, HAPKOTUYECKHE CPEJICTBA,
ICUXOTPOINHbIE BeLleCTBA W INpPeKypcophbl, sAbl (SL0BUTble BelLleCcTBa), ApPyrue OMNacHble BellecTBa),
JIOJIKHBI XPAaHUTHCS B YCJIOBUSAX, COOTBETCTBYIOIIMX TPE6GOBAaHUAM 3aKOHOAATEIbCTBA FOCYAAPCTB-YJIEHOB.

PaﬂI/IO(i)apMaLIEBTI/I‘{eCKI/Ie U Apyryue oIllaCHble JIEKAPCTBE€HHbIE CPeACTB4d, a TAKXe OrHeOoIlaCHbIe U
B3PbIBOOIIACHbIE JIEKAPCTBEHHbIE CpeACTBa (HaanMep, MeJHNIIMHCKHE Tra3bl, JIETKOBOCIIJIAaMEHAIOIINECA
KUAKOCTH U TBepAble B(—Z‘I_IJ,ECTBa) AOJIXKHbBI XpPAHUTBCA B ClI€EHAJIBHO OTBEAE€HHBIX 30HAX B COOTBETCTBUH C
3aKOHO4aTeJIbCTBOM I'oCyJapCTB-4/JIEHOB C IPUMEHEHHEM COOTBETCTBYHOIIUX MEP 6€e30MacHOCTH U A OJIXKHBI
OBbITh 3alliMIEeHbl OT HEIIPAaBOMEPHOTI'0 AOCTYyIIa.

33. B 30HaX NpUEMKH M OTTPY3KHU JOJDKHBI ObITh 06eCledeHbl 3alUTa OT BO3/IeHCTBUS MOTOAHBIX
YCJA0BUM, aJleKBaTHOe pa3jejieHue 30H MNpPUEMKH, OTTPY3KH U XpaHEHUs, a TakKxKe JOJKHbl ObITh
paspaboTaHbl MPOLEAYPHI, ONpeAessolre MNOPSAA0K OCYI[eCTBJeHHUS KOHTPOJIA 3a BXOASUUMH U
HCXOSIIUMU TIOTOKAMU JIeKapCTBEHHBIX CPeACTB. JJOKHBI OBITH Cllel[MabHO ONpeieieHbl U o6ecredyeHbl
Ha/lJIeXKalluM 060py/I0BaHMEM 30HbI IPUEMKH, UCII0JIb3yeMbIe JJIS1 MPOBEPKH MOJTYIEHHOU MPOAYKI[UH.

B 30He NPpHUEMKH A0JKHA OBbITH npeaycMoTpeHa O4YHMCTKaA Taphbl.

34. Heo6xoamMo o6ecneydTh HaJWYHe OXPAaHHOW CHCTEMbl, IO3BOJISIOIIEH INpeJoTBpallaTh
HelpaBOMEpPHOe MNPOHUKHOBEHHWEe B  Jil0Oble MOMeENleHUs C  KOHTPOJHUPYEMBIM  JOCTYIOM.
[IpeaynpenuTenbHble Mepbl, KaK NPaBHUJIO, JOJPKHBI BKJ/IOYAaTb B Ce0f OXPAaHHYH CHUTHAJU3AIUIO C
CUCTEMOU MOHUTOPUHTA U MPOMYCKHOHN pexxuM. [loceTHTeNn He JOIKHBI HAXOAUTHCS B MOMeIEHUAX 6e3
CONPOBOXAEHUS.

35. TlomemeHnss U 060pyAOBaHUE JJIT XpPaHEHHUS JOJKHbI ObITh YUCTHIMH, B HUX He JIOJDKHBI
HAKaIJIMBATbCS NbLIb U Mycop. JloJKHBI 6bITh B HAJIMYUHU NPOTPaMMBbl, JOKyMEHTUPOBAHHbIE MPOLIEAYPHI,
3aMMCcu M0 OYMCTKe TMOMellleHHH u o6opygoBaHus. O60pysoBaHUe, WHBEHTAapb W MaTepUalibl,
HCIOJIb3yeMble [iIs yOOpKUA (OYMCTKH), a TaKKe MoOMLMe U Je3nHQUIUPYIOIINE CPeACTBAa [JOJLKHBI
BbIOUPATHCS, HCIOJb30BaThC W XPAHUTBHCA TaKUM 00pa3oM, YTOObI OHU He SBUJIMCb HCTOYHUKOM
KOHTaMHUHAIUH.



36. [lomeleHUs TOKHBI OBITH CIIPOEKTUPOBAaHbI U OCHAIL[eHbl TAKUM 00pPa30M, YTOObI 06ECTIEYUTh
3alIUTy OT NPOHUKHOBEHHS HACEKOMBIX, 'PbI3YHOB WJIM APYrUX *KUBOTHBIX. Jlo/KHA ObITH pa3paboTaHa
nporpaMmMa npopuIaKTUIECKOr0 KOHTPOJISI BpeAUTe e.

37. KoMHaThl OT/AbIxa, rapAepo6Hble KOMHATHI, AyIIeBble U TyaJeThbl JJisl PpaOOTHHUKOB JOJIKHBI
OBITh HaJJIeXalllUM 06pa3oM OT/AeJieHbl OT 30H XpaHeHus. Haluuyue NUILIEBBIX MPOAYKTOB, HAMUTKOB,
TaGavyHbIX U3/IeJIUH, a TaKXKe JIEKAPCTBEHHBIX CPEJICTB JIJIsl TUYHOTO HUCII0J/Ib30BaHHUs B IOMEIlEHHUAX CKIaza
3anpeleHo.

3.2.1. KoHTpoJIb 32 TEMIIEPATYPOii U YCIOBUSAMHU IPOU3BOACTBEHHOM CpeAbl NOMeEIeHH s

38. Jlo/pkHbI ObITh B HaJIMUMM COOTBETCTBYIOLlee 060PY/0BaHUE, a TAKXKe perjaMeHTUpYHoliue
npoLeaypbl JOKYMeHThbl (HampuMep, CTaHJApTHble ONepalMOHHble MNpoUeypbl) [/ KOHTPOJSA 3a
YCJIOBUSAMHU NNPOU3BOACTBEHHOMU Cpeibl TIOMELeHHS.

K yCJIOBUAM HpOHBBOACTBEHHOﬁ cpeAdbl NMoMeleHHd, KOTOopble MOTrYyT HOTpe6OBaTb KOHTPOJIA,
OTHOCATCA TeMIlepaTypa, OCBEII€HHOCTb, BJIAXXHOCTb U YUCTOTA B [IOMELIEHUAX.

39. Heob6xonuMO BBINOJHUTH IepBOHAYa/bHOE H3y4YeHHe pacnpejeslieHduss TeMIlepaTyphbl
(TeMnepaTypHOoe KapTUpPOBaHHe) B MOMeIEeHUAX [AJs XpaHEHUs Iepej HayaJoM HUX HCIOJIb30BaHUS C
COOJIIOIEHHEM YCJ0BHM, OTpaXKallMXx HapaMeTpbl 3KcIuyaTanud. O6opyfoBaHHe [JJii KOHTPOJIA
TeMIlepaTypbl AOKHO OBITh Pa3MeLleHO B COOTBETCTBUU C pe3yJbTaTaMH aHa/M3a TeMIepaTypHOro
KapTUPOBaHUs B TOUYKAx HauboJiee 3HAYMTEJbHOTO K0JIebaHUsl TeMIlepaTyphl.

TeMmnepaTypHOe KapTHUpOBaHHWe HEOGXOJMMO MOBTOPSATh B COOTBETCTBHUU C Pe3y/IbTaTaMH aHAJIN3a
PHCKOB WJIM B CJy4yae CYLIeCTBEHHbIX U3MEHEHUH B YCTPOWCTBEe MOMeLleHHUs WU 060pYJOBaHUM [JIs
KOHTPOJIS TeMIIepaTyphl.

B caydae ecsiv muiowaZb NOMeLIeHUH, UCIIOIb3YEMBbIX [IJI1 XpaHEHUSI IPU KOMHATHOW TeEMIIEPATYPE,
He NpeBbIlIaeT HECKOJIbKUX KBaJ[paTHbIX MeTPOB, JOJ/HKEH ObITh IPOBe/leH aHa/IM3 IOTEeHIIUAJIbHbIX PUCKOB
(HampuMep, HaJU4YUS OTONUTENbHBIX NPUGOPOB) U 060pPyAOBaHUE [JisT KOHTPOJISI TEMIEPATYypPhbl JOHKHO
OBbIThb pa3MellleHO B COOTBETCTBUU C pe3yJibTaTaMH aHaJIU3a.



3.3. O6opyaoBaHue

40. O6opy0BaHMe, OKa3bIBaKllee BJIMsSHME HAa XpaHEHUe U peaM3alyIo JJeKapCTBEHHBIX CPe/CTB,
IPOEKTUPYEeTCs, pa3MellaeTcs W OOCJAYKHUBAETCS COrJIACHO HMHCTPYKIHUAM [0 €ro MCIO0JIb30BAHUIO
(axcrmyatanuu). JloynkeH 6bITh yTBEPK/EH IJIaH TEXHUYECKOTo 06CAy>KMBaHNUA HauboJiee 3HAYUMOTO /11
BbINIOJIHEHUS] COOTBETCTBYIOIIUX ONlEpaliii 060pyZ0BaHUS.

41. O6opynoBaHue (cpeAcTBa H3MepeHMH), HCHOJb3yeMoe JJ KOHTPOJIS WJIM MOHUTOPHHTA
YyCJIOBUM XpaHeHUs JieKapCTBEHHBIX CPEeJCTB, LOJKHO ObITh [OBEpPeHO B INOpSJKe, YCTaHOBJIEHHOM
3aKOHOJaTeJbCTBOM TOCYJAapCTB-YJE€HOB, M OTKaJMOpPOBaHO B oOIpeJie/ieHHble MeXIOBepOUYHble
HMHTepBaJbl UCX0/s1 M3 aHa/IN3a PUCKOB U HaJleKHOCTH 060PY0BaHUS.

an/I KaJIPIGpOBKe o6opy,a01sam/m AOJIXKHa ObITh OOecredyeHa METpPOJIOTHUYECKAA IIPOCIEKHNBAEMOCTb
HCIIOJIb3YE€MbIX 3TAaJIOHOB K HAllHOHAJIbHBIM WUJIX MEXAYHAPOAHBIM 3TaJ/IOHAM € AMHHWI B€JIUIHH.

42. lns onepaTHBHOrO BbISIBJIEHUsI OTKJIOHEHUH OT TpeOyeMbIX YCJI0BUN XpaHEHHUsS HeoO6XO0AUMO
MCI0JIb30BaTh COOTBETCTBYIOIHE CHUCTEMbl CHUTHAJIM3AlMU. YPOBEHb OIOBEIleHUs [JO/DKEH ObITh
YyCTaHOBJIEH COOTBETCTBYIOLMM 06pa3oM. CHCTeMbl CUTHAJIM3ALUH JJO/DKHBI IEPUOAUYECKH TECTUPOBATHCS
JUUIs1 06ecrieyeHus MX Ha/lexxaliero GyHKLIMOHUPOBAaHHS.

43. Omepauuu 1Mo PEMOHTY, OGCJAYKMBAHHIO, NMOBEPKE M KaJUOPOBKEe 0OOOpPYAOBAHHS /I0JIXKHbI
OCYIIECTBJATbCS TaKWM 06pa3oM, 4YTOObl KadyeCcTBO JIEKAPCTBEHHBIX CPEJACTB He I0J|BEpPrajoch
HEraTUBHOMY BJMAHUIO. [Ipy Heo6XOJUMOCTH [JIOJDKEH OBITh CO3/]JaH pe3epBHbIM (OHJ MPUTOAHBIX
06OpYZIOBAaHUS U CPEJCTB U3MEpPEHUH [/l WCIOJIb30BaHUsS BO BpeMs PEMOHTA, OGCAYKUBAHHUS WJIH
MOBEPKH.

44. Onepanuy Mo peMOHTY, O6CAYKUBAHUI0 U KaJUOpPOBKe HanboJiee 3HAYUMOTO 06OPY/I0BaHUSA
JIOJDKHBI OBbITh COOTBETCTBYIOIIMM 006pa3oM JOKYMeHTaJIbHO O0popMJIeHbl, JJOKYMEHTAIUs JO0/HKHA ObITh
COXpaHeHa.

K HaubGosiee 3HAaUMMOMY OOOpY/ZOBAHHIO OTHOCATCH KOHJUIMOHEPBI, XOJIOJAWJIbHbIE KaMepbl
(X0JIOAWIBHUKH) UJIM yCTPOMCTBA, OXpaHHas U IMOKapHas CUIHAJM3aLMs, CUCTEMbl KOHTPOJIS JOCTYIa,
BEeHTUJIAIMOHHAs CUCTEMa, CHUCTeMa YBJaXHEHUS W (WIM) OCylleHHs BO3JAyXa, TEPMOTHTPOMETPbI
(ncuxpoMeTpbl) UM UHOE 060PYyZ0BAaHUE, UCII0/Ib3yEMOE JIJIsl peruCTpali TeMIepaTyphl U BJAQXKHOCTH, a
TaK>Xe 000pyJ0BaHUe, UCI0JIb3yeMOE /ISl TPAHCIIOPTUPOBKH.

3.3.1. KoMnboTepU3UpPOBaHHbIE CUCTEMBI

45, Hepe/:[ Ha4yaJioM HCIIOJIb30BAHHUA KOMHb}OTepI/IBI/IPOBaHHOf/’I CHUCTeMbIl HeO6X0ﬂI/IMO
nNpoAEeMOHCTPUPOBATb C IIOMOLIbIO BaJWAAllUHU WU Bepl/l(l)I/IKaLlI/II/I, YTO CHUCTEMa CIIOCOGHA oJj1iy4aTb
3a/laHHbI€ pe3yJIbTATbl TOYHO, e,ZLI/IHOO6paSHO U BOCIIPOU3BOANMO.

46. [lOJI)KHO ObITh B Ha/JUYHUU HHCbMEHHOE AeTaJIbHOE OIIMCaHHue KOMHB}OTepHBHpOBaHHOﬁ
CUCTEMBbI (BKJ'IIO‘-IaH II0 BO3MOXHOCTH I’ZLI/Ial"pEIMMbI). Takoe omnvcaHue AOJIKHO IOAAEPXKUBATLCA B
dKTyaJIbHOM COCTOAHHUU W OOJI?KHO BKJIIOYATH B cebs IMPpUHOUIIBI, LeJIU, MEePbI 6630HaCHOCTI/I, 06J1aCTh
INpUMEHEeHHA U OCHOBHBbIE d)YHKI_II/IOHaJIbeIe 0CO6€HHOCTI/I, d TaKXe MMopAa0K HUCIIOJIb3OBAHHUA U HHTepd)eﬁC
AJid BBaHMOAEﬁCTBHH C ApYTUMHU CUCTEMaMMU.



47. BBOJ [JaHHBIX B KOMIIBIOTEPU3UPOBAHHYI0 CHCTEMY WJIM HX H3MEHEHHe [IOJDKHBI
OCYLIECTBJATbCA  TOJbKO  pabOTHUKAMM,  OTBeTCTBEHHbIMHM  3a  JaHHbIA  BHJ  paboThI
KoMnbloTepu3upoBaHHasi CUCTeMa [JJO/DKHA PErHCTPUPOBATh BCe U3MEHEHHUs] B CHUCTEME C yKa3aHHUEM
110J1b30BaTeJIs], COBEPLIAIOLIET0 3TH U3MEHEHHUS.

48. Jlo/xHbI 6BITh IPeAYCMOTpPeHbI pU3NUYECKHEe WU 3JIEKTPOHHBIE CPeJCTBa AJ1s 3allUThl JJAaHHBIX
OT CJIy4alHOI'0 WJI HelIpaBOMEePHOT0 BHECEHNUA U3MeHeHHU. [JoCTyIIHOCTb COXpaHeHHbIX JAaHHBIX [0/HKHA
peryssipHo npoBepsThcs. Heo6xoAMMO Ha pery/isipHOM OCHOBe CO3/laBaTb pe3epBHbIe KOMUH COXPAaHEHHbIX
JlaHHBIX. Pe3epBHbIe KONIMHU JJAHHBIX, BBEJIeHHBIX B KOMIIbIOTEPU3UPOBAHHYIO CUCTEMY, [lO/LKHBI XpPaHUTbCA
B COOTBETCTBUHM CO CPOKaMH, YCTAHOBJIEHHbIMU 3aKOHOJATe/JbCTBOM IOCYapCTB-4JIeHOB, HO He MeHee 5
JIeT, B U30JIMPOBAaHHOM U 6€30MacHOM MecTe.

49. JlomxHbl GbITH MpPeAyCMOTPEHbI NMPOLEeAYpPhl, ONpejestolde MOPsJoK JelCTBUH B ciyyae
c60eB B paboTe CUCTEMBI UJIM BbIX0/IA €€ U3 CTPOS, a TAKXKe MepPbl 10 BOCCTAHOBJIEHUIO JJAHHBIX.

3.3.2. Kpasinpukanus u BaIuganus

50. Opra"uzanus Jo/DKHA ONpeleIMTh KJIK4UeBoe 060pyIoBaHUE U POIECChl, KOTOPhIE MO/JIeXaT
KBaIMOUKAIUM U (MJIM) BaJUAAIMU C 1eJIbI0 MOATBEPKAEHHUs HaAJIeXKalllero MOHTaXKa M 3KCIJIyaTaluu.
06'beM MPOBOAMMBIX paboOT MO KBaJUPUKALMUMU U (KMJIM) BaJuAalMU (HalpuMep, XxpaHeHUe, MOJIFOTOBKA K
OTrPY3Ke U YIIaKOBKa) OIpe/ieisieTCs Ha OCHOBE JJOKYMEHTA/JIbHO 0QOPMJIEHHOTI0 aHaJIM3a PHUCKOB.

O6opy/ioBaHHE U MPOLECCH] AOKHbI ObITh KBaJUQUIMPOBaHb! U (M/IHM) BaJIMAUPOBaHbI 10 Havyala
JKCIUIyaTallUM WIM TOocjJe JiI060ro 3HA4YUTeJbHOr0 H3MeHeHMUs (HampuMep, IOCJAe pPeMOHTa MWJIH
TEXHUYECKOT0 00C/IyKUBAHUS ).

npOBe,ELEHI/Ie BaJIMAAallUHN HUJIA KBaJ’[I/I(l)I/IKaI_II/II/I OC])OpMJ'[HeTCH 0T49€TaMH, B KOTOPbIX AOJI?KHBI OBbITH
O606I.LleHbI IMoJIydeHHbIe pe3yJibTaThl, d TAKXe JaHbl 00'bSICHEHHS BbIIBJEHHBIM OTKJIOHEHHSIM.

51. OTK/JIOHEHHUS OT YCTAHOBJIEHHBIX MPOLEAYP JOKyMEHTalbHO 0QOPMJIAIOTCS, pa3pabaThIBAlOTCS
Mepbl, HalpaBJIeHHble Ha WX yCTPaHEHHE, a TAaKXKe Ha NpeAoTBpalleHHe HMX NOsBJeHUs B OyayleMm
(koppeKkTHUpyOLiMe U NpeAynpexaarinye AeicTBus). Heo6X0AUMOCTb OCyLeCTBIEHUS] KOPPEKTUPYIOLIUX
U TpefynpexJalliuX JelCTBUH ompejessieTcd Ha OCHOBE CTAaTUCTHUYECKOTO MPOTHO3WPOBAHMSA
(npuMeHeHue bBallecoBCkMX MoJiesiell NPOrHO3UPOBAaHHWsA), NPUMEHEHUsI KOHLENLUU aHaIu3a
dapManeBTHUYECKUX PUCKOB M HWHCTPYMEHTOB IO YINpaBJEHHUIO PUCKaMH, MPHUBEJEHHBIX B INpaBUJIAX
HaJyiexalleil Nnpou3BOJCTBEHHOM NPAKTUKU EBpasuickoro 3KOHOMHYeCKOro coro3a. Jlo/mKHbI OBITh
NOJIydeHbl J0Ka3aTeJbCTBA YCINELIHOM BajJWJalMd MU TNPHUEMJIEMOCTH Mpolecca WIX 060pyA0BaHMS,
KOTOpBbI€e YTBEPKJAIOTCS COOTBETCTBYIOIMMH PabOTHUKAMMU.

4. JloKyMeHTanmsa
4.1. lIpuHUUDI

52. Ha,[[ﬂe}KaL[IaH AOKYMEHTaluuA ABJIAEeTCA HEeOTbeMJIEMOH 4aCTbl0 CHUCTEMbI KayecTBa. saﬂa‘{aMI/I
AOKYMEHTAlUU ABJAKTCA MNpeaoTBpalleHue OLL[I/I6OK, KOTOpble MOTI'YyT BO3HHUKATb BCJIEACTBHE YCTHOﬁ
KOMMYHHUKAllUH, U OTCJ/JIE)KMUBAHUE OTAECJbHBIX onepaum?l B Iponecce ,Z[I/ICTpI/I6b}OI_[I/II/I JIEKAPCTBEHHDbIX
CpeAacTs.

4.2. 061Me Tpe6oBaHMSA



53. K nmokyMmMeHTaluu OTHOCATCS: NMUCbMeEHHble NpPOLEAYpbl, UHCTPYKLUH, AOrOBOPHI, 3allMCH,
OTYeThl, MPOTOKOJIbI UCIBITAaHUHW U Jpyrve OyMakHble WJIM 3J€KTPOHHblE HOCUTeNW MHOpMaLMM, Ha
KOTOPbIX PEerucTpupyrTcs AaHHble. JlOKyMeHTalusi JOJDKHA ObIThb JIETKO JOCTYNHA JJs IepcoHasa
JUCTPUOBIOTOPA U BOCCTaHABJIMBaeMa.

54. 06pab6oTka NepcoOHaJbHbIX JAaHHbIX PAOGOTHUKOB JUCTPUOBIOTOPA, JIMI, HaANpPaBUBIIHUX
IpeTeH3UH, a TaKxKe JIIObIX JPYTrux GU3NYECKUX JIUL, OCYIIEeCTBJSETCA B COOTBETCTBUU C TPeOOBAaHUAMU
3aKOHOJATeJbCTBA TOCYAAPCTB-4JIEHOB, IpPeAyCMAaTPUBAIOIIMMU TOPSAAOK 00pabOTKM, XpaHeHUs
IIepCOHA/IbHBIX JAHHBIX, BK/II04Yas Nepefiady NepCoHaIbHbIX JaHHBIX TPETbUM JIMIAM.

55. JlokyMeHTalUsl IOPKHA B JOCTATOYHOW CTEeleHU OXBaThIBaTh BCE MPOILECCHI, BbINOJJTHsSIEMbIE
JAUCTPUOBIOTOPOM, U ObITh MOHATHOU pabOTHUKaM. TeKCT JOKYMEHTOB JO/KEH ObITb OJHO3HAYHbIM, He
JIOMYCKAKIIUM JBYCMbICJEHHBIX TOJTKOBAHHUM U OLIHUGOK.

56. [lpoueaypsl AODKHBI ObITh YTBEPKAEHbI, TOAMUCAHBI U AATUPOBAHBI OTBETCTBEHHBIM JIUI[OM.
JlokyMeHTalUMsA [JOPKHA ObITh yTBepXKJeHa, MOJAINKNCaHa W JaTUpPOBaHA CIel[MaJlbHO Ha3HAaYeHHbIMHU
JIMIIAMH, COTJIACHO YCTAHOBJIEHHBIM Tpe6oBaHUAM. [JOKyMeHTalMs He AOKHA 0QOPMIISThCSA OT PyKU. B Tex
CIy4asiX, KOrjla BHeCEHHEe PYKOMHCHBIX 3anucell HeoOXOJUMO, JOKHO ObITh NPEeAYyCMOTPEHO HaJhdue
Heo0X0JMMbIX MOJIEH.

57. JIro6ble vcnpaBJieHUs], BHECEHHbIE B JIOKYMEHTAL U0, JOKHbBI ObITh JaTUPOBAaHbI U O NHCAHBI,
UCIIpaBJIeHUs1 [O/DKHBI ObITb BHeCeHbl TaKWM 00pa3oM, YTOObI COXpaHMAJach BO3MOXHOCTb NPOYTEHHUS
nepBOHavyaJbHbIX 3anucel. [Ipy HE06XOAMMOCTH C/elyeT YKa3blBaTh IPUYMHbI BHECEHUS UCIIPaBJIeHUMN.

58. JlokyMeHTaUUsl NOAJIEKUT XPAaHEHUIO B TEYEHUE CPOKA, YCTAHOBJEHHOrO 3aKOHO/ATEJIbCTBOM
rocy/lapCTB-4/IEHOB, HO He MeHee 5 jieT. [lepcoHanbHbIe JaHHbIE PAGOTHUKOB JIOJIXKHBI OBITh YHUYTOXKEHbI
WM 006e3/JIMYeHbl, KaK TOJIbKO HMX XpaHeHHe TIepecTaeT TPeboBaThCA [Jis IeJied JUCTPUObIONUU
JIEKapCTBEHHBIX CPEJICTB.

59. Kaxk/1pli1 paGOTHUK J0/DKEH UMETD ONEePAaTUBHBIA JIOCTYI K JIOKYMEHTAI[UH, HE06XO0AUMOU JJis
BBINOJITHEHUS CBOUX JOJPKHOCTHBIX 06513aHHOCTEM.

60. Ocoboe BHUMaHHE [O/LKHO YZAEJNSTbCSA HCIOJIb30BAHHUIO JEWCTBYIOLIMX W YTBEPXKAEHHBIX B
yCTaHOBJIEHHOM MOpsiJiKe npoueyp. JJo/KHbI ObITh YeTKO 0603HAa4eHbl HAUMEHOBaHUE U 1eJib JOKyMeHTA.
JlOKyMEeHTBI [OJDKHBI PETryJsPHO MepecMaTpUBATbCS U MOJJEPXKUBATHCS B aKTyaJlbHOM COCTOSIHHUM. K
npoueaypaM  Heo6X0JMMO INPUMEHATb KOHTPOJb Bepcud. Jlo/pKHA  CylIecTBOBAaTb  CUCTEMA,
npefoTBpalamIlas HenpeJHaMEpPEeHHOE HCIO0JIb30BaHWE YTPATUBLIEW CHJIbI pPeJAaKLUH JOKYMEHTA.
YcrapeBliMe U yTpaTUBLIME CUJIY peJaKLMHU JOKYMEHTOB, perJiaMeHTHUPYIOIIUX MpPOLEeAypbl, JOJHKHBI
M3bIMATbCS U3 JOKYMEHTO060POTA U apPXHBHUPOBATHCS.

61. [lOJDKHbI COXpPAaHATBLCA 3allMCH, OTHOCAIIHWECAd K BbIIIOJIHEHHWIO BCEX AEﬁCTBHﬁ, KaCalolnxcd
l'[OJIy‘-IeHHOﬁ WJIM [IOCTaBJIEHHOM NpoAYKIHH, a TaK¥Ke 3allMCU 110 OKa3aHUIO 6pOKepCKI/IX yciayr (HaanMep,
3adBKH, CH€Ta, TOBApPHbIE HaKJIa,Z[HbIEJ WJIW ApyTrHe 3allMCH B 3JIEKTPOHHOM BU/J€ UJIHU WHOH cl)opMe.

3anucu JOJ/DKHBI BKJOYAaTb KaK MHUHHMMYM Clefyoolyl0 WUHGOpPMAaLMIO: JaTa, HaMMeHOBaHMHe
JIEKapCTBEHHBIX CPEJCTB, KOJUYECTBO NPUOOPETEHHBIX WJIM IOCTABJEHHBIX JIEKAPCTBEHHBIX CPEJCTB,
HavMeHOBaHMWe U ajJipecC MOCTAaBIMKaA, NoJydyaTessl WM rpysonosydaTess (B 3aBUCMMOCTH OT TOrO, 4TO
IPUMEHUMO), a TAK}Ke HOMED CEPUU.



3amnucu J0/DKHbI GbITH ClleJIaHbl HENMOCPECTBEHHO B MOMEHT OCYIIECTBJIEHUSI COOTBETCTBYIOIIUX
omneparui.

5. Ipouecc AMCTPpUOGLIOLUH JIEKAPCTBEHHBIX CPEACTB
5.1. lIpuHIUI

62. Bce peiicTBUS AUCTPUOBLIOTOpPA AOJKHBI OCYIIECTBAATHCA TaKMM 00pa3oM, 4TOObI He ObLIA
yTpadyeHa UJeHTUYHOCTb JIeKapCTBEHHbIX CPEeACTB U CO6JII0JaINCh TPeOOBaHUs, yKa3aHHbIe Ha yIaKOBKe
JIEKapCTBEHHBIX CPeACTB. JUCTPUOBIOTOP AOJDKEH NPUHUMATb HEO6XOJMUMble Mephl JJisi MUHUMH3ALUU
pHYcKa IPOHUKHOBeHUSA $paibcPUIMPOBAHHBIX JIeKAaPCTBEHHBIX CPEJICTB B Llellb peaJrn3altu.

63. IuCTpUOBIOIMY NOJIEXAT CJeAYIOIINe JIeKapCTBEHHbIE CPEICTBA:
a) 3aperucTpupoBaHHbIE B COOTBETCTBUH C 3aKOHO/IATe/IbCTBOM rOCY/JapCTB-4/IEHOB;
6) 3aperucTpUpOBaHHbIE B COOTBETCTBUM C aKTaMH, BXOJsIIMMU B npaBo Co103a;

B) He3aperucTpupoBaHHble W (WiM) BBO3UMble (BBIBO3MMble) B  COOTBETCTBHUH C
3aKOHO/IaTeJIbCTBOM I'OCy1apCTB-YJIEHOB U aKTaMH, BXOAAIUMHU B TpaBo Coro3a.

64. luctpubBI0TOD, KpOMe JieprkaTeis (Bajeblia) perucTpalMoOHHOTO Y0CTOBEpeHus (TOProBoi
JINLIEH3WH), KOTOpPbIH NMpHUOOpeTaeT JIeKapCTBEHHOE CPEeACTBO B JPYroM ToCyAapcTBe-djieHe, 06s3aH
yBEeJIOMUTh O CBOEM HaMepeHHHM JepiKaTessl (BJaJiesiblla) PEruCTPAIMOHHOIO YJIOCTOBEPEHUS, a TaKkKe
YIOJIHOMOYEHHBIA OpraH rocyAapcTBa-4jeHa, B KOTOPOe MpPeAINoJaraeTcs MOCTAaBUTh JIEKapCTBEHHOE
CpeJCTRO.

65. JIro6ble JelCTBUS, BBIMOJIHSIEMbIE COTJIACHO TOJIOXKEHHUSIM HACTOSINEro MoApaszesa, JOJKHbI
OBITh MOJIHOCTBIO OMUCAHbI B COOTBETCTBYIOIEH JOKYMEHTAI[MU CUCTEMbI KA4eCTBa.

5.2. O1nieHKa NOCTaBUIMKOB

66. IucTpubbIOTOP 06513aH MOJAYYaTh JIEKapCTBEHHbIE CPEJICTBA TOJBKO OT OpraHU3alui, UMEIIUX
paspellleHWe Ha OCYIeCTBJIEHUE JIEATENbHOCTH MO NMPOU3BOJCTBY WM JAUCTPUOBLIONMU JIEKAPCTBEHHBIX
CPeJACTB, BbIJaHHOE YIIOJHOMOYEHHBIM OPraHOM.

JMcTpUbbIOTOD, MPHOOpPETAIOLIMI JIeKAPCTBEHHbIE CPEJCTBA Y APYroro AUCTPUOBLIOTOPA, OJHKEH
YAOCTOBEPUTHCS, YTO TMOCTABIIUK JIEKAPCTBEHHBIX CPEACTB COGJIIOJAeT TPeOOBaHUS HaAJexallen
JUCTPUOBIOTOPCKOM NMPAaKTHKU M MUMeeT pa3pelleHHe Ha OCYyLeCTBJEHHe JAaHHOTO BUJA JesTEJbHOCTH,
BbIJJAaHHOE YIIOJTHOMOYEHHBIM OPTaHOM.

Eciu noctaBka JieKapCTBEHHBIX CPEJCTB OCYLIECTBJASETCS MPH y4yacTUM GpoKepa, AUCTPUOBIOTOP
JLOJIKEH YIOCTOBEPHUTHCS, YTO OPOKep 3apEerUCTPUPOBAH B yCTAHOBJIEHHOM NOpPSsi/Ke.

67. MeponpusiTUss MO OLleHKE W O0JOOpPEHHUI0 TMOCTaBIUKOB JO/KHBI ObITb BbIIOJHEHBI
JUCTPUOBIOTOPOM [0 MNpPUOOpeTeHUs JIeKapCTBEHHBIX CpeAcTB. /JlaHHble MepONpUATHS JLOJLKHBI
OCYLIECTBJIATBHCSA B COOTBETCTBUU C YTBEPXKJEHHOW NpOLEAYPOH, UX pe3yJbTaThl JO/LKHbBI 0QOPMIATHCS
JIOKYMEeHTaJIbHO U NTepUOMYeCKH IPOBEPATHCH.



68. Ilpu moAmMMCaHHUU JOTOBOPOB C HOBBIMM IMOCTaBI[MKAaMU OpTraHU3alks [JOJDKHA MPOBOJUTH
HaJJIeXallyo MPOBEPKY IMOCTABI[MKA C L[eJbI0 MOATBEP)KAEHHS ero KOMIETEHTHOCTH, HA[EeXKHOCTU U
COOTBETCTBHUsI YCTAHOBJIEHHbIM Tpe6oBaHUsIM. Oco6oe BHHUMaHHE HEOOXOJHMMO V/eJATb CJeIYHIUM
dakTopam:

a) penyTtauus U (UJIK1) HAZIEXKHOCTh NOCTABIIIUKA;

6) nmpejJiO)KeHUs1 [0 TIOCTaBKe JIEKapCTBEHHbIX CPeACTB, HauboJiee MNOJABEpPKEHHBIX
danbcudupPoBaHUIO;

B) MpeayjioxKeHUudA 0 IIOCTaBKe GOJIbIIOH [NapTHUH JIEKAPCTBEHHBIX CPEACTB, OGBIYHO AOCTYITHBIX
TOJIBKO B O'PaHU4Y€HHOM KOJINYEeCTBE,

T') LleHOBbIe NPe/IJI0XKEHHs], He COOTBETCTBYIOIH€ PHIHOYHBIM.
5.3. OneHKa 3aKa34MKoOB (moJiy4aTeJieii)

69. [McTpuObIOTOpP 00513aH  YJOCTOBEPUTBCS, YTO T[OCTAaBKa JIeKAPCTBEHHBbIX CPEACTB
OCYyIeCTBJIsIeTCS TOJIbKO OpraHM3alusiM, UMeLIMM paspelleHUe (JIMLEH3UWI0) WM HUHble 3aKOHHbIE
OCHOBaHHUS /Il OCYILLeCTBJIEHUS J1esITeJIbHOCTH, OTHOCAILeHNCcs K o6palleHHI0 JIeKapCTBEHHBIX CPEJICTB Ha
peiHke Coro3a.

70. K mepBoHaYa/IbHOM M MOCJAEAYIONIMM MEePUOJAUYECKUM OIIeHKAM BBINOJHEHUs YKa3aHHbIX
TpebGOBaHUN OTHOCATCSA CIEAYIOINE NeHCTBUS:

a) moJiyueHue KoM COOTBETCTBYIOLUX pa3pelieHn (JIMLeH3Ul);

6) olleHKa MOJJUHHOCTH CBEeJIEHUH, COJEpPXKaIlUXCsd B JIOKyMEHTaX, ONMyOJMKOBAHHBIX Ha CalTax
COOTBETCTBYIOIMX OPTraHOB rOCyZIapCTBEHHOM BJIACTH B MHPOPMAIMOHHO-TEJIEKOMMYHUKAI[MOHHOU CeTU
"UHTepHeT";

B) 3alpoC AOKYMEHTOB, MOATBEPXAAIMINX KBaJ'II/I(l)I/IKaL[I/I}O noJjsiydyartesid WKW HaJIM4YH € IIpaBa Ha
oCylieCcTBJIeHHEe AedTeJIbHOCTH, OTHOCHmeﬁCH K O6paI_U,EHI/II-O JIEKapCTBEHHBIX CPEACTB Ha PbIHKE Coro3a, B
COOTBETCTBHUH C 3aKOHOZIATEJIbCTBOM IroCyJapCTB-4JIEHOB.

71. ,[[I/ICTpI/I6bI-OTOp OTCJIEXKMBaAeT OCylecTBJdeMble CAEJKM W IPOBOAWUT paccjieJOBaHUA B
OTHOIIEHHUU JIIOObIX OTKJOHEHHH B Loerno4ykKe peajqru3ald HAPKOTHYECKUX CpeAcTB, ICHUXOTPOIIHBIX
BeleCTB U [APYrux OIIACHBbIX BeIeCTB. HpI/I BBISIBJIEHUHU OTKJIOHEHUH OT HpOHHC&HHOfI npoueayphbl
peasn3anry, KOTOpble MOI'YT O3HA4aTb HCIIOJIb30BAHHE JIEKAPCTBEHHbIX CpPpeACTB He II0 HA3HAYE€HHUIO,
AOJIXKHBI NPOBOAWUTBLCA pPacCC/jieJOBAHUA. 0] pe3yJjabTaTax paCCJ’[e,ﬂOBaHI/Iﬁ AOJIXKHBI OBbITh yBeJOMJIEHDI
YIOOJIHOMOY€HHbIE€ OpPraHbl roCyAapCTB-4JIEHOB.

72. JMCTPUOBLIOTOPOM JIOJKHBI OBITh MPUHATHI Mepbl 10 06ecleyeHHI0 BbIIIOJIHEHHUS] TPe60BaHUH B
OTHOILEHUH 06pallleHus JJeKapCTBEHHBIX CpeJiCTB Ha pblHKe CO103a, yCTaHOBJIEHHBIX 3aKOHO/AATE/IbCTBOM
rocy/lJapCTB-4JIEHOB M aKTaMHU, BXOALIMMU B mpaBo Coro3a.

5.4. [[pyeMKa JieKapCTBEHHBIX CPEeACTB

73. OCHOBHBIMH 3aZlad4aMiU oliepalru 110 NprUueMKe JIEKAPpCTBEHHBIX CPEeACTB ABJIAKTCA CJieJyIolne:



a) mpoBepKa COOTBETCTBHUsI NPUHUMAEMbIX JIeKAPCTBEHHBIX CPeJCTB TOBApOCONPOBOAUTENbHON
JOKYMeHTaLUY;

6) MpoBepKa MoJiyueHHus JIeKapCTBEHHBIX CPEJICTB OT yTBEPXKAEHHOT0 IOCTaBLUKa;

B) INpoBepKa OTCYTCTBUS BHU/JMMBbIX IMOBpPEXJEHHUH, KOTOpble MOIJIM BO3HUKHYTb B Ipoliecce
TPaHCIOPTUPOBKH.

74. JlekapCTBeHHble CpeACTBa, TpeOymwIINe CHelUaJbHbIX VCJIOBUH XpaHeHUs WIH Mep
6€e301aCHOCTH, JIOJHKHbI TPUHUMATbLCS B IIEPBYIO OYepe/ib U MOCJe BbINOJHEHHUS HeOOX0AUMON MPOBEPKHU
JIOJIKHBI ObITh He3aMe/IJINTEbHO epeMelleHbl B COOTBETCTBYIOLIYIO 30HY XpaHEHHUS.

75. CepuM JieKapCTBEHHBIX CpPeJCTB, NMpeAHA3HAYeHHble JJI peasn3anud B paMmkax Coro3a, He
JIOJKHBI HAaMpPaBJSThCS B 30HY peajn3aliy JI0 TOTO, KAK B COOTBETCTBUM C MUCbMEHHBIMHU MPOIelypamMu
OyZieT Y OCTOBEPEHO BBLIMOJHEHHWE BCEX TPeOGOBAHUH, YCTAHOBJIEHHBIX 3aKOHOJATEIbCTBOM T'OCY/IapCTB-
YJIEHOB Y aKTaMH, BXOAAIMUMH B paBo Coro3a. [y cepuii, MOCTyNawIUX U3 JPYroro rocyiapcTBa-4jieHa,
JlOKa3aTeJbCTBA JONMycKa Ha pbIHOK Co3a /[0 UX MOMELIeHHs B 30HY peaM3alid JO0JDKHBI ObITh
TIATeJbHO MPOBEPEHbBI IePCOHAIOM, 00YYeHHBIM Ha/IJIeXKal[UM 06Pa3oM.

5.5. XpaHneHue

76. JlekapCcTBeHHbIE CPE/ICTBA U MPU HEOGXOJAUMOCTH Apyras MeAUIUHCKAsA MPOAYKIUS J0JKHbI
XPaHUTbCS OT/IEJIbHO OT JAPYTUX MPOJYKTOB, CIIOCOGHBIX OKa3aTb Ha HUX BJIUSHWE, U JO/HKHBI ObIThb
3alUIEeHbl OT BPeJHOTO BO3/IEMCTBUSA CBETA, TEMIIEPATYPHI, BJAAKHOCTH U JPYTUX BHEIIHUX HAKTOPOB.
Oco6oe BHHUMaHUE CJNeAYeT YAeJATh JIEKapCTBEHHBIM CpPeJACTBaM, TPEOYIOUUM CHelUalbHbIX YCJOBUH
XpaHeHHUs.

77. TpaHcropTHas Tapa C JieKapCTBEHHBIMU CpeJCTBAaMU NPU HEOOXOAMMOCTH JOJKHA ObITh
OYHIIeHa NepeJ pa3MelieHreM JIEKapCTBEHHBIX CPE/ICTB HAa XpaHEHHE.

78. Ckyiaickue omepalnuu A0JDKHbI 06ecliedyMBaTh TpebyeMble YCIOBHUs XpaHEHHSs, a TAKXKE Mepbl
6e30IaCHOCTH.

79. ucTpubblonusl JEeKapCTBEHHbIX CpeAcTB (OTrpy3ka) JoJ/DKHAa ObITh OpraHU30BaHA TaKUM
06pa3oM, 4TOObI JIeKapCTBEHHbIE CPECTBA C MEHBLIUM CPOKOM I'OJJHOCTH OTTPYKaJMCh B EPBYI0 0Yepeib
(FEFO - first expire first out). OTk/JI0HEeHHSs OT JAHHOTO TPe6OBaHUS JIOKHBI ObITh 33/J0KYMEHTUPOBAHBI.

80. [Ipu xpaHeHUH JIeKapCTBEHHBIX CPEACTB U 06paleHHUH C HUMH JI0JKHBI ObITh HPHUHSATHI MEPHI,
HalpaBJ/ieHHble Ha NpeJoTBpallleHhe pacchlllaHusl, HapylleHUs LeJIOCTHOCTH YIIaKOBKU, KOHTAMUHALUU U
nepenyTbiBaHUA. JlekapcTBeHHbIe CpeZCTBa He JOJDKHBbI XPaHUTBbCS HeNOCPeCTBEHHO Ha IMOJy, 3a
HCKJII0OUeHUEeM cJydaeB, KOrZa yHNakOBKa CHelHa/bHO pa3paboTaHa [/l TaKOro XpaHeHUs (HalmpHMep,
6aJIJIOHBI C MEJUITUHCKHAM ra3oMm).

81. f[eKapCTBeHHbIe CpeacTtBa, CpOK rofHOCTHU KOTOPbBIX UCTEK, AOJI?KHbI OBbITH He3aMeaJIMTEJIbHO
HU3BATBl U3 KATEropu MNPUIrOAHLIX MAJIA ITOCTABKH 160 CIJI/ISI/I‘{ECKI/I (I/IBOJII/IpOBaHbI B CliejMaJIbHOM
InoMelmieHnu HWJIHh 30He XpaHeHI/IHJ, Jubo ¢ NMOMOLIbKO 3JIEKTPOHHBIX Cpe[CTB, 06ECHe‘{I/IBaIOLU,I/IX
3KBHUBAJIEHTHYIO U30JIALUIO.



AHanu3 CKJIaJCKUX 3alacoB JOJDKEH MPOBOAUTBLCS PEryJisipHO B COOTBETCTBUU C TpeGOBaHUSIMU
3aKOHOJaTe/IbCTBA TIOCYJAapCTB-Y/€HOB. BbIiB/leHHble OTKJOHEHHUS JOJDKHBI ObITh JOKYMEHTA/bHO
0dopMJIEHB], U B UX OTHOLIEHUH JOKHO ObITh IPOBEEHO paccejoBaHUe.

5.6. YHUYTOKEHHe

82. J/lekapcTBeHHbIEe CPE/ICTBA, MpeIHA3HAYEeHHbIE JJIsT YHUUTOXEHUS, JO/KHbI ObITh HaJ IeXallluM
00pa3oM MpPOMapKUPOBaHbI, XPAHUTBHCS OT/JeJbHO B CIIENHAJbHOM IOMENIEHUW HJKU 30HE, JAOCTYyI B
KOTOpble OrpaHWYeH, MPU 3TOM ONepalud C HUMH [JOKHBI OCYIIECTBJSTLCI B COOTBETCTBUU C

IMNCbMEHHBIMH IpoHeaypaMHu.

83. YHuuTOXKEeHNHEe [OKHO OCYLIECTBJATbLCA B COOTBETCTBUU C 3aKOHOAATENbCTBOM TOCYyJapCTB-
YJeHOB WM TNPUMEHUMBIMH MEXJYHAapOJHbIMU TpPeOOBAaHUSIMU B OTHOIIEHUM OOpalleHus,
TPaHCIOPTHUPOBKH U YHUUTOXKEHHA JIeKapCTBEHHBIX CPELCTB.

3anucu 06 YHUYTOXEHHUUNU  OOJIKHbI  XPpAaHHUTLCA B TedyeHue CpOKa, YCTaHOBJIEHHOTO
3aKOHOJaTeJIbCTBOM roCy1apCTB-4JIEHOB.

5.7.I10AroTOBKA K OTrpy3Ke

84. Heo6x04MMO KOHTPOJIUPOBATbh, YTOObI K OTIpy3Ke ObLIM MOArOTOBJIEHBI 3aTpebGOBaHHbIE
JleKapCTBeHHble cpe/cTBa. Ha MOMEHT MoAroTOBKU K OTIPY3Ke JieKapCTBEHHbIe CpeJiCTBa JJO/KHbI UMETh
COTJIaCOBAHHBIH MOJIyyaTeseM U OTIIPaBUTEIEM OCTATOYHBINA CPOK FOJHOCTH.

5.8. IloctaBka 85. [locTaBka JieKapCTBEHHBIX CpPeJCTB [JIO/DKHA COMPOBOXKJAATHCSA JOKYMEHTAMH,
IpeayCMOTPEHHBIMH 3aKOHOJATEJIbCTBOM TOCYJJapCTB-4JIeHOB (cueT-paKTypa, TOBApHO-TPAHCHOPTHAs
Hak/JaJiHas, MeXJyHapoJHas HakJaJiHasi, WHBOMC, aBUaHaKJaJHasd U Jp.). B comnpoBoguTenbHbIX
JIOKYMEeHTaxX JIeKapCTBEHHBbIX CPEJCTB YyKasblBAlOTCA CJeAylollle CBeJeHHs: JaTa, HauMeHOBaHUe
JIEKapCTBEHHOT'O CPe/CTBAa, HOMEP cepuu (MApTHH), MOCTABJISIEMOE KOJMYECTBO, JIeKapCcTBeHHass $opMma,
Jl03UPOBKa, HAUMEHOBaHUeE U a/ipec NMOCTaBIIMKA, HAMMEHOBAaHUE U aJipec rpy3omnoJyyaTtes (agpec MecTa
HAXO0XK/IeHUsI ONTOBOTO CKJIAJIa, €C/IM OH OTJIMYAETCS OT aZijpeca IPUAUYECKOro JIMLA), a TaKXKe YCJIOBUS
TPaHCIOPTUPOBKU U XpaHEHHS.

3anmucd 0 TIOCTaBKe TNOJJIeXaT XpaHeHHK TaKWM 00pa3oM, 4YToObl Obljia obecledyeHa
POCJIEXKUBAEMOCTb JIBUXKEHUsI JIEKAPCTBEHHBIX CPE/ICTB.

5.9. 3kcnopt

86. OpFaHHSaL[I/IH, JKCIOpTHUpYKOIaAd JIEeKapCTBEHHbIE CPpeACTBa, AOJIXKHA MMETb JIMLEH3WUI0 WJIH
HHbl€ 3aKOHHbIe OCHOBaHHA B COOTBETCTBHMMU C 3aKOHOJATE/JbCTBOM TIOCyAapCTB-4JIEHOB [JJid
OCylleCTBJIEHUA [AeATEeJbHOCTH II0 ,ELI/ICTpI/I6I::IOLlI/II/I JIEKapCTBEHHbIX CpeACTB HWJIKM JIMOEH3HWI0 Ha
IMPOU3BOACTBO JIEKAPCTBEHHbIX CPEACTB.

87. Hacrosimue [lpaBusia NpUMEHSIOTCA K 3KCIOPTY JIEKapCTBEHHBIX CPEJICTB B IMOJHOM 00beMe.
Ecnyn skcnmopTHpyeMble JieKapCTBEHHble CpeJICTBA He 3aperucTpUpoBaHbl Ha Tepputopuu (Coro3a,
OpraHU3allys, IKCIOPTUPYIOIas JeKapCTBeHHbIe CPeJICTBA, J0/DKHA MPEANPUHATb He06X0MMbie MEPHI,
HanpaBJIeHHbIE HAa IPeJOTBpallleHHe MOCTYIJIEHUS JAHHBIX JIEKapCTBEHHBIX CPE/ICTB Ha phIHOK Coro3a.



[Tpu aKcnopTe JieKapCTBEHHBIX CPEJICTB OpPraHM3alMs, S9KCIIOPTHUPYIOLast IeKapCTBEHHbIE CPEJICTBA,
JI0/DKHA YOCTOBEPUTBCS, YTO NMOCTAaBKa OCYLIECTBAAETCA B aZpec JIUl, UMEIIUX 3aKOHHble OCHOBAaHUSA
I0JIy4yaTh JIeKapCTBEHHble CPeACTBA B COOTBETCTBUU C 3aKOHOJATENIbCTBOM COOTBETCTBYHOILETO
rocy/ilapcTBa /il AUCTPUOBIOIIMY JaHHBIX JIEKAPCTBEHHBIX CPEJICTB.

6. IIpeTeH3un, BO3Bpar, NnoL03peHu B dbasnbcupuxkanun
Y OT3BbIB JIEKapCTBEHHBIX CPe/CTB U3 06palleHUus

6.1. lIpyuHIMIO

88. Bce mpereH3uw, ciay4an BO3BpaTa, MOA03peHUs B ¢anbcUPUKALUHM, a TaKXKe OT3bIB
JIEKapCTBEHHBIX CPEJICTB M3  O00palleHWs JODKHbl OBbITh  JOKYMEHTAJbHO OQOpPMJIEHBI U
NpPOAHATM3UPOBAaHbl B COOTBETCTBUM C YCTAHOBJEHHBIMH MpoleaypaMd. COOTBETCTBYHOIIHME 3alUCH
JIOJKHBI ObITH JOCTYITHBI yIIOJTHOMOYEHHBIM OpraHaM rocyZlapCTB-4JIeHOB.

89. OueHkKa BO3BpalleHHbIX JIEKaPCTBEHHBIX CPeJCTB JOJDKHA OCYLIECTBJIATBCA [0 HNPUHATUSA
pelieHust 06 MX OJ0O6pEHUM [JIsI MOBTOPHOM mocTaBKU. [yt ycnellHodl 60pbObl ¢ danbcudpukanuen
JIOJKHBI ObITH COTJIaCOBaHHbBIE 1eCTBUS BCeX yYaCTHUKOB LieNH peajln3aluu.

6.2. [IpeTensun

90. llpeTeH31H JO0KHBI ObITh 3aperdCTPUPOBAHBI C yKazaHUeM ciefywoolied nHGopManuu: gaTa
HOJIyYeHUsI TPETEH3UH, HAMMEHOBaHWe OpraHru3auuy uin GamMusivs, UMs, 0OTYeCTBO (IIPH HAJIMYUH) JIUIIQ,
npe/'bsIBUBLIET0 IpPETEH3UI0, KOHTAaKTHble JaHHble (HoMep TesepoHa U dakca (NMpU HAJUYMH),
3JIEKTPOHHAs TM0YTa, aZpec), HAaUMEeHOBAHHWE JIEKAPCTBEHHOIO CPEJCTBA, JIEKApPCTBEHHOW (GOpPMBI,
Jl03UPOBKa, HOMep CepUH U (U/IM) NapTHH, 06'beM, IPUYUHA IPETEH3UH U TIP.

[Ipy 3TOM HEO6X0AMMO Pa3/MyaTh NPETEH3UM B OTHOLIEHWH KauyecTBa JIeKapCTBEHHBIX CPeJICTB U
NpeTeH3UH B OTHOILIEHUU COOII0AeHUS TPe6OBaHUH U YCIOBUHN JUCTPUOBIOLUH.

91. B ciyyae ecsiv npeTeH3Msi OTHOCUTCS K Ka4ueCTBY JIeKapCTBEHHBIX CPEJICTB WUJIM Ipe/IoiaraeTcs
Ha/IMuMe HeJoO6poKauecTBEHHBIX (PasbCcuPUIMPOBAHHbBIX) JIEKAPCTBEHHBIX CPEACTB, MPOWU3BOAUTEND U
(u1u) [fepkaTesb PETMCTPALMOHHOIO YJOCTOBEPEHUS JOJDKHBI ObIThb yBeJOMJIEHbI 00 3TOM
He3aMe/lJINTeJIbHO.

92. B oTHoOlLIeHUU NpeTeH3UN Mo COOJI0/IEHUI0 TPEeOOBAaHUN U YCIOBUN AUCTPUOBLIOLIUU JTOKHO
ObITb MPOBEJEHO paccie/lOBaHUE C IeJbl0 YCTAaHOBJEHHUS] HCTOYHHUKA (CyObeKTa) WJIA NPUYUHBI
npebsiBeHus IPeTEeH3UH.

93. /lna paboThl C NMpeTeH3UsAMHU JOJKHO ObITh Ha3HAuYeHO CHelMa/JbHOe JIMIO, a TaKXe MOTYT
IpYBJIEKAThCS Jpyryue pabOTHUKU JUCTPUObIOTOpPA B HE06X0JMMOM KOJIMYECTBE.

94. Tlo pe3yabTaTaM paccjiefoBaHUSA U aHAJM3a B OTHOIIEHWH NMPETEH3UW NMPU HEOOXOJUMOCTH
JIOJDKHBI OBITh NPEANPUHSTHI COOTBETCTBYIOIIYE MEPHI, BKJIIOUAas KOPPEKTUPYIOILUE U NpeAyIpexatoliie
JIeCTBUS, B TOM 4YHCJEe yBeJAOMJIEHHE, €CJAM 3TO HeoOXOAWMO B COOTBETCTBUHM C YCTAHOBJIEHHBIMH
Tpe6OBaHUSAMHU YIOJHOMOUYEHHBIX FOCYJapCTBEHHBIX OPraHOB I'oCyJapCTB-YJIEHOB.

6.3. Bo3BpalneHHbI€e JIeKapCTBEHHbIE CpeCTBA



95. Onepauuu c BO3BpallleHHbIMU JIeKapCTBEHHBIMHU CpeJCTBaMU [JOJ/LKHBI OCYLIECTBJISTBCA B
COOTBETCTBHMU C JOKYMEHTHDPOBAaHHBIMH MpOLeAypaMH, OCHOBAaHHBIMHU Ha OLleHKe DPHCKOB, C y4€TOM
cneqiPUKU JieKapCTBEHHBIX CPEJCTB, CleLlMalbHbIX YCIAOBUN XpaHeHUs], a TAK)XKe BpeMeHHU, NpoLleJIero ¢
MOMEHTa [epBOHAYa/JIbHOW OTTpPy3KH. Bo3BpaT ocCyliecTBJISETCA B COOTBETCTBHUU C 3aKOHOAATEJbCTBOM
rocyZapCcTB-4JIeHOB U JJOTOBOPHBIMU 006s513aTe/IbCTBAMU MeX/Jy CTOPOHAaMH, y4aCTBYIOLIMUMH B BO3BpaTe
NPOAYKLHU.

96. JlekapcTBeHHble CpeJCTBa, KOTOPble paHee ObLIM OTIPYXeHbl, MOI'YT ObITh BO3BpallleHbl B
KaTeropuIo NPUTroHbBIX JJIs1 IOCTAaBKH TOJIBKO B TOM CJIy4dae, eC/IH BBIIIOJIHEHBI BCe CIeyIolie YCAOBHUA:

1[eJIOCTHOCTh BTOPUYHOM (MOTPeOUTENBbCKOM) YIAKOBKHU JIEKAPCTBEHHBIX CPEJICTB HE HapyIleH3,
OTCYTCTBYIOT CJie[ibl NOBpEXAEHUH, OTCYTCTByeT MapKHpPOBKA, HeNpeAyCMOTPeHHas NPOU3BOJAUTEJIEM,
CPOK r'OJJHOCTH He HUCTeK, IPOJAYKILUsI He 0TO3BaHa U3 06palleHus;

noJiyyaTe/ib INpeACTaBUJI JOKYMeHTBl, NOATBep:xJalolide COO6JI0JeHHe CHelHa/lbHbIX YCJI0BUH
XpaHeHUs U TPAaHCIOPTUPOBKY;

JIeKapCTBEHHbIE CPeICTBA ObLJIU MPOBEPEHBI U OllEHEHBI KOMIIETEHTHBIM JIUI[OM, HA3HAaYE€HHbIM JJI51
BbIINIOJIHEHHS JJaHHbIX JIECTBUH;

JMCTPUOBIOTOP pacnoJiaraeT JoKa3aTesJbCTBaMU TOr0, 4YTO JIeKapCTBEHHblEe CpPeACTBA ObLIU
[OCTaBJIeHbl  JAHHOMY  MoJy4yaTesio  (COrJIaCHO  MNPUJIOKEHHBIM  KOMHUSIM  COOTBETCTBYHOILUX
CONPOBOAUTE/bHBIX JOKYMEHTOB): HOMep CepUU U (MJIM) MapTHUH COBMNAZAET C YKa3aHHbIM B IOKYMEHTaX,
OTCYTCTBYIOT OCHOBaHHS M10JIaraTh, YTO JaHHbIE JIeKapCTBEHHbIE cpeAcTBa GambCUPULIUPOBAHBI.

JlekapcTBeHHbIe CpeJiCTBa, TpebyoliMe 0COObIX TeMIepaTypHbIX YCJOBUM XpaHEHUs, MOTYT GbITh
BO3BpallleHbl B KaTerOpHI0 NPUTOHbIX [ IOCTABKH, €C/IM UMEIOTCS JJOKYMeHTaJIbHble Jl0Ka3aTe/bCTBa
TOr0, YTO OHU XPAHUJIMCh U TPAHCIIOPTUPOBAIKCH B HA/IJIEXKALIUX YCIOBUSIX B Te€YEHHUE BCETO BpEMEHHU.

97. B cayyae BbISIBJIeHUs JIIOGbIX OTKJIOHEHUH HEOOXOJMMO INPOBECTH OLIEHKY PHCKOB,
MO3BOJISIOLIYI0 YCTAaHOBUTH COXPAHHOCTDb JIEKAPCTBEHHBIX CPeACTB. Jl0/KHBI GbITh COGpPAHbl U OIleHEHbI
Jl0Ka3aTeJbCTBA 10 CJeYIOIUM TanaMm:

a) moCTaBKa MoJIy4yaTesio;

6) npoBepka NpoAyKuuu (UaeHTUUKALUA);

B) BCKpBITHE TPAHCIIOPTHOH yaKOBKU (KOHTEHHepa J/Is1 IOCTaBKH);

I') BO3BpAT JIeKapCTBEHHbIX CPE/ICTB B TPAHCIIOPTHYIO yIAaKOBKY (KOHTeHHep /151 NOCTaBKH);
J1) cO0p ¥ BO3BPAT JIeKapCTBEHHbBIX CPEACTB AUCTPUOBIOTOPY;

€) noMeleHue JJeKapCTBEHHBIX CPEJICTB B CIElMaJbHYI0 30HY XpaHEeHUs AUCTPUOBIOTOpA.

98. [IpreMKa BO3BpalleHHOHN MPOAYKIIMU 6€3 JOKYMEHTAJIbHOTO 0pOpMIEHUS 3anpeLaeTcs.



99. JlekapCTBEHHbIE CpPeJCTBA, BO3BpAlleHHblEe B KaTErOPUI0 MPUTOJHBIX JJIS1 MOCTABKH, JJO/KHbI
ObITh pa3MellleHbl TAKUM 06pa30M, UTOObI CHUCTEMA OTTPY3KU MPOJYKLHUU C MEHBIIMM CPOKOM TFOJAHOCTH B
nepByto ouepeb (FEFO) dpyHkumnoHuposasia apdpeKTHBHO.

100. ToxuuieHHbIE JiIeKApCTBEHHbIE CPEACTBA, KOTOpble ObLIM OOHAPYXEHBbI, He MOTYT ObITh
BO3BpallleHbl B KATETOPUIO MPUTOIHBIX /ISl IOCTAaBKU U TIOCTABJIEHBI OJIyYaTeISIM.

6.4. PanbcupUIUPOBAHHBIE JIEKAPCTBEHHBIE CPEACTBA

101. /JluctpubbloTOop [JOJ/KEH He3aMeJJINTEJbHO WHPOPMUPOBATH YIOJHOMOYEHHBIA OpraH
rocyAapcTBa-4JIeHa, a TaKxkKe Jep:KaTessl perucTPalMoOHHOr0 yA0CTOBEpeHUs JIeKapCTBEHHOTO Npenapara o
ciaydyae BblsiBJeHUSI (albCHUPULUUPOBAHHOIO NPOAYKTA WJM O HAJWYUM T1OJ03pPeHUH B Takou
danbcudukanuu. lanHasg nHdopMaLus JoIKHA 6bITh 3adUKCHpPOBaHa JJOKyMEHTAJIbHO B COOTBETCTBHUU C
YCTaHOBJIEHHBIMU NPOLeAYpPaMH C COXpaHEHHUEM BCeX UCXOJHbIX JAHHbIX, U B €e OTHOLLIEHHUHU J0JKHO ObITh
IIPOBEJIEHO paccieloBaHUeE.

102. ®danbcuduurMpoBaHHbIE JIeKAPCTBEHHbIE CPeACTBa, OOHApyXeHHble B LelUd peaju3alui,
JIO/DKHBI ObITh He3aMeJIMTeJbHO QU3MYecKH M30JIMPOBAaHbl U NOMelleHbl Ha XpaHeHHWe OTZeJbHO OT
Jpyro¥ NpoAyKLHH B CllellMaJbHO BblJleJIEeHHOM [IOMeLleHUH UK 30HE, JOCTYI B KOTOpble OTPaHUYEH.

103. Bce omepanuu c ¢anbCUUIMPOBAHHBIMU JIEKAPCTBEHHBIMHU CpeJICTBAMHU JOJDKHBI ObITh
JIOKYMEHTaJIbHO 0QOPMJIEHBI, C COXPAaHEHUEM 3aMHUCEH.

6.5. OT3BIB M3 0OpaLeHH

104. 3pdeKTUBHOCTL AEWCTBUN MO OT3bIBY JIEKAPCTBEHHBIX CPEACTB U3 00palleHUs JOJDKHA
peryJisipHo olleHUMBaThbCs (He pexxke 4eM 1 pas B rof).

105. JlomkHa cylecTBOBaTb BO3MOXXHOCTb WHUIIMUPOBATb JeHMCTBUS MO OT3bIBY M3 00pallleHUs
JIEKapCTBEHHBIX CPEJICTB B KpaT4yalIlive CPOKH B JIIO60M MOMEHT BPEMEHH.

106. /lucTpubOBIOTOpP JOJDKEH C/eloBaTh YKa3aHUsAM MHGQOPMALMOHHOIO MUCbMa 006 OT3bIBE U3
obpalieHus, KOTOpoe NpU HEOOXOJUMOCTH JO/DKHO OBbITh YTBEPXKJEHO YIOJHOMOYEHHBIM OpPraHOM
rocy/ilapcrBa-uJeHa.

107. [lelicTBUSI 1O OT3bIBY M U3BSATHIO M3 0OpalleHUs JO/DKHBI JOKYMEHTAJbHO 0pOPMJIATHCI B
MOMEHT HX OCYL1eCTBJIEHUS] B COOTBETCTBUHU C YCTAaHOBJIEHHBIMU NpoLefypaMu. JlJoKyMeHTaLUs [10 OT3bIBY
JLOJIKHA OBITh JJOCTYIHON YIIOJTHOMOYEHHBIM OpraHaM rocyjapCcTB-4/IeHOB.

108. 3anucy, oTHOCAIIMECS K JIUCTPUOBIOIUU, JOKHBI ObITh JIOCTYIHBI /15 JIUI[A, OTBETCTBEHHOTO
3a OT3bIB JIEKAPCTBEHHBIX CPEJCTB U3 0OpalleHUs, U JO/DKHBI CO/lep’KaTh JOCTAaTOUYHYH WHGOPMALHIO O
JUCTPUOBIOTOPAX JIEKAPCTBEHHBIX CPEJICTB U O MPSAMBIX MoJjydyaTesnsax (ajpec, Homep TesedpoHa U HOMep
dakca (mpu ero HaJIMYKUH), KOTOPbIe AO/HKHBI OBbITh JOCTYIMHBI B pabo4yue W Hepabo4dMe 4achl), BKJIOYAsA
JlaHHbIe B OTHOIIIEHUH 3KCIOPTUPOBAHHBIX JIEKAPCTBEHHBIX CPEJICTB U UX 06pa3ioB (HOMep CepUU U (KJIH)
NapTHU, HAUMEHOBaHUe, JIeKapcTBeHHasA GopMa, J03UPOBKA, a TAKXKE OCTABJIEHHOE KOJUIECTBO).

109. IocnenoBaTeNbHOCTb BBIMOJHEHUS JI€MCTBUH, OCYIIECTBJSAEMBIX MPU OT3bIBE U H3BATUH
cepur U (WMaM) MApPTUHM JIEKAPCTBEHHOrO CpeJCTBAa M3 O0OpalleHHs, [JO/DKHA ObITh JOKYMEHTaJIbHO
odopMJieHa ¥ OTPAXKeHa B UTOMOBOM OTYETE.



7. leATe/IbHOCTD, NIepeJaBaeMas Ha ayTCOPCUHT
7.1. lIpyHIMI

110. JIro6as1 1esITeIbHOCTb, HA KOTOPYIO pacnpoCTpaHATCs Hactoslue [IpaBuia, nepelaHHast Ha
ayTCOPCHHT, 10JDKHA ObITh Ha/lJleXKalluM 06pa3oM olpe/iesieHa U COrJIacOBaHa, 0KHA KOHTPOJIMPOBAThHCS
BO U306eXaHHe pPa3HOUYTEHUH, CIOCOOHBIX NIPUBECTH K HAapyLIeHHWI0 COXPAaHHOCTH JIeKapCTBEHHbIX CPeJCTB.
Jlo/bKeH ObITh 3aKJII0YeH NMCbMEHHBIN JJ0TOBOP MEX/Y JUCTPUObIOTOPOM-3aKa34YMKOM U UCIIOJIHUTEJIEM, B
KOTOPOM YeTKO ollpeiesieHbl 06513aHHOCTH KaXKJ0U U3 CTOPOH.

7.2. 3aKa34yMK
111. 3aka34MK HeceT OTBETCTBEHHOCTD 3a e TeJbHOCTD, IEpeJaHHYI0 Ha Ay TCOPCHUHT.

3aKa3yuK J0J/oKeH yoeaUThCs B KOMIIETEHTHOCTH UCIIOJIHUTEJIA JJ1S1 BBINIOJIHEHUS 00513aTe/IbCTB 110
JIOTOBOPY U 00ecrneyuTb COOGJIO/leHHe HCIOJHUTeNeM TpeOOBaHUN Hajjexalled AUCTPUOGBIOTOPCKOM
IPaKTHUKHU NIOCPeJICTBOM YCTAHOBJIEHUS B IOTOBOPE COOTBETCTBYIOLMX YCI0BUN U IPOBEIeHUS] IPOBEPOK.

[IpoBepKa NpaBOMOYHOCTH, KOMIIETEHTHOCTH U BO3MOXXHOCTH HMCIIOJIHUTEJIS BBIIIOJHATD YCIOBUA
JlOroBOpaA J0J/DKHA MPOBOAUTBCSA [0 Havyasla OCyLeCTBIEeHNd [leATeJIbHOCTH, lepeJaHHOM Ha ayTCOPCHUHT, a
TaKXe B CJIydae CyllleCTBeHHbIX U3MEHEHUN TaKO! AedaTeJbHOCTH. [lepnoayHOCTb NpOBEeHUA IPOBEPOK
JleITeJIbHOCTH, lepeJaHHOM Ha ayTCOPCHUHT, [0/hKHA ONpeie/IAThCA Ha OCHOBAHUM aHa/iM3a pUCKOB. CpokH
Y YCJI0BUS TPOBEIEHUS IPOBEPOK JIO/KHBI ObITh COrJIaCOBAHbI CTOPOHAMMU.

112. 3akasyuk npeaocTaByiA€eT UCIIOJIHUTEJ/II0O BCHO I/IH(l)OpMaLlI/IIO, HeO6XO,£LI/IMy1-O AJidd BBIIIOJIHEHHUA
AeATeJIbHOCTH, nepeaaHHoﬁ Ha QayTCOpPCHHI, B COOTBETCTBHUU C TpE6OBaHI/IHMI/I, IMIPUMEHUMBIMHU K
JIEKapCTBEHHbIM CpeACTBaAM, d TaAKXKe JIIOOBIMU APYyruMHy NIpuMeHHUMbIMHA Tpe6OBaHI/IHMI/I.

7.3. Ucnos1HUTEIB

113. HcnosHuTeNb  JOJPKEH HMeTb  HeOoOXOJWMMble TIOMENeHHs U  000pyAOBaHUE,
JIOKYMEHTHUPOBaHHble MpOLEAYPhl, 3HAHHWS M ONBIT, a TakKke KBaJWPUIMPOBAHHBIM INepcoHaNT [Jis
Ha/IJIeXKallero BbIMOJHEHUS paboT (YC/ayr) mo AoroBopy.

114. UcnosHWTeN b He [OJ/DKEH IepefjaBaTh TpeTbeld CTOPOHE BBINOJHEHHE pPaboT (ycayru),
BBINIOJIHEHHE KOTOPBIX MOPYYEHO €My IO J0roBOpY, 6€3 mpeBapUTeJbHON OLlEHKH U OJ06pEeHHsT TaKOM
nepejjayy 3aKa3yMKOM, a TaKXe /[0 NpPOBeJileHHUS TMPOBEPKU TpeTbeld CTOPOHbI 3aKa3yMKOM HJIH
ucrnosiHuTeseM. /JloroBop MeXJy HCHOJHHUTENEM U TpPeThbed CTOPOHOH JO0J/KEH TrapaHTHPOBATh, UYTO
nHdopManus o BBINOJHSAEMbIX paboTax Npe/CTaB/AseTcsl B COOTBETCTBUHU C IOTOBOPOM MEXY 3aKa34YHKOM
Y UCIIOJTHUTEJIEM.

115. UcnioiHUTE b HE AOJIKEH OCyUeCTBJIATb Kakue-J11u60 I,EL(-Z‘I\/IICTBI/IFI, KOTOpbI€ MOI'YT IPHUBECTH K
norepe Ka4eCTBa JIEKapCTBEHHBIX CPEICTB 3aKa34YHKa.

116. WciosHUTEIb OJDKEH COOOIATD 3aKa34YMKY JII06YI0 MHGOPMALHI0, OTHOCALIYIOCS K Ka4yeCTBY
JIeKapCTBEHHBIX CPe/ICTB 3aKa34yMKa, B COOTBETCTBUH C YCJIOBUSMHU 0r0BOPA.

8. CaMOUHCHIEKIMA JUCTPUOGBIOTOPOB



8.1. lIpuHIMN

117. CaMOMHCHEKUUH [O/DKHBI MPOBOAUTHCA [Js1 KOHTPOJIS 3a BHEAPEHUEM W COOJIIOJAEHUEM
TpeOGOBaHUN Hajjexanied JUCTPUOBIOTOPCKOW NMPAKTUKHU JIeKapCTBEHHBIX CPEJACTB, a TaKXe C IeJblo
pa3paboTKU HEOBXOIUMBIX KOPPEKTHUPYIOIHUX Mep.

8.2. CaMouHCneKI U

118. Jlo/pkHa GbITH BHEJIpeHa MporpaMMa HpoBeeHUs] CAMOMHCIIEKIIMH, OXBAaTbIBAOLAs B paMKax
onpeJieJIeHHOr0 TepUoJia BCe acleKTbl HaJiexalled AUCTPUOBIOTOPCKON MPaKTUKH, TpebGoBaHUN
3aKOHO/IaTeJIbCTBA FOCYJAPCTB-4/I€HOB, PYKOBOJCTB U MPOLIEAYD.

119. CaMOMHCNEKLMM MOTLYT ObITb pa3/ejieHbl Ha HECKOJIbKO CaMOCTOSITEJbHbIX MPOBEPOK,
OXBaTbIBAOIIUX OTJeJibHble CTOPOHBl JeATeJbHOCTH oOpraHusanuu. CaMOMHCIEKUUH [JOJDKHBI
NPOBOJUTLCS ClieljMaJlbHO Ha3HAaYeHHbIM KBaJUPULUPOBAHHBIM IE€pPCOHAJIOM GeCHpUCTPacCTHO U
TIAaTeJbHO. JOMyCKaloTCA ayAUThbl, IPOBOJVMble HE3aBUCMMbIMU BHELIHUMHU 3KCIIePTAaMU, 0JJHAKO OHU He
MOT'YT 3aMeHATb CAMOUHCIIEKIIMIO.

120. Pe3yabTaThl CaMOMHCIEKIMH [AOKHBI OQOPMIATHCH [JOKYMeHTaIbHO. OT4YeThbl [J[OJDKHBI
cofepaTb BCO HHPOpPMAIMIO, IOJYyYEeHHYIO B XoJle HUHCHeKnuu. Komus oTyeTta [Ao/KHA OBITh
npe/icTaBjeHa PyKOBO/ICTBY AUCTPUOBIOTOPA, a TAKXKE UHBIM 3aMHTEPECOBAHHbBIM JIUIIAM.

B ciy4ae BbIsiBJIeHUs HEZJOCTAaTKOB WUJIM OTKJIOHEHUH HEOOXO/JMMO BBISICHUTb UX NMPUYHHY, a TAKXKe
pa3paboTaTb U JOKYMEHTaJbHO OQOPMUTb KOpPpPEKTUpYIOIIMe U MNpeAylpexzjarolive JAedcTBUS U
IPOKOHTPOJIMPOBATH UX BBITIOJIHEHHE.

9. TpaHCcnOpTHPOBKaA
9.1. lIpuHIMI

121. /[lucTpubbIOTOP, TMOCTABJSIONUNA JIEKAPCTBEHHbIE CPEeJCTBA, 06s53aH OCYIIECTBJATH
TPaHCIOPTUPOBKY B YCJOBHUAX, 06eCrIeYMBaIOIUX UX COXPAHHOCTb U L|eJIOCTHOCTD, 3all{UTY OT BO3/JeHCTBUS
baKTOpPOB OKpyXKawlLled cpefpl, COOJI0JeHHE HeoOXOAUMOTro TeMIEpPAaTypHOro pexuma (ycJoBUA
XpaHeHUs), a TaKXKe 3alUTY OT paibCcuPUKAIUMU.

122. HeszaBucumo oOT crnocob6a TPAHCIOPTHPOBKU HEOOXOAMMO 006eCneYuTb BO3MOXKHOCTh
NOATBEPXKJEeHUsA TOro, YTO KauyecTBO M IeJIOCTHOCTb JIeKapCTBEHHBIX CpeJCTB He ObLJIM I0JBEPrHYTHI
HeraTUBHOMY BO3/IeHICTBUIO B MIPOLIECCE TPAHCIOPTUPOBKH.

123. nﬂaHI/IpOBaHI/Ie TPAHCIIOPTUPOBKHU [AOJIX)KHO OBbITh OCylleCTBJIEHO Ha OCHOBAHHWHW aHaJIM3ad
BO3MOXHbBIX PUCKOB.

9.2. TpaHcnopTUpPOBKa

124. TpebyeMble yCJ0BUSI XpaHEHUsI JIEKAaPCTBEHHBIX CPEACTB JOJIKHBI COOJIIOAATBCSI B TEYEHHE
BCEro BpeMeHM TPAHCIOPTUPOBKH B COOTBETCTBUU C YKA3aHUSAMH MPOU3BOJAUTEJA WK UHPOopMalvelt Ha
yHaKOBKe.



B c/iyyae BO3HUKHOBEHHS TaKHWX OTKJIOHEHHUH, KaK HapylleHHEe TeMIIepaTypHOIro peXuMa HJId
nopya JieKapCTBEHHBIX CPeJACTB B INpoliecce TPAaHCIOPTUPOBKH, MWHPOpMalLUs O HUX JAOJDKHA OBITh
coo0OllleHa OTIpPABUTENI U MoJydaTesw. JlomkHa OBbITh pa3paboTaHa U AOKYMEHTa/JbHO odopMmJjeHa
npoueaypa, onpejessmoouias NOpsAAOK JeMCTBUM NpPU BO3HWKHOBEHUMH OTKJOHEHHMH W pacciefj0BaHUU
JlaHHBIX GAKTOB.

125. JucTpubbiOTOp [O/HKEH O06GecneydTb YCJAO0BUS, NPH KOTOPBIX TPAHCHOPTHBIE CpeJCTBA M
060pyZI0BaHUE, UCIOJIb3yeMble JJI1 TPAHCIOPTHPOBKU JIEKAPCTBEHHBIX CPEJCTB, COOTBETCTBOBAJIN Gbl
[eJgsM HMX MCHOOJb30BaHUS M ObLIM HaAJeXalluM o06pa3oM YKOMILUIEKTOBAaHbI /Jisl 3alUThl OT
HeXXeJIaTeJIbHOI0 BO3JEWCTBUSA, KOTOPOE MOXET NMPUBECTU K IOTepe KayecTBa JIEKAPCTBEHHBIX CPEJICTB
WJIM HAPYUIUTh [eJIOCTHOCTh YIIaKOBKH.

126. TpaHCHOpPTHOE CpeACTBO M €ro 000pyAOBaHHE, UCIOJb3yeMble [/ TPAHCIOPTHPOBKHU
JIEKapCTBEHHbBIX CPEJICTB, JOJDKHBI COAEPKAThCS B UMCTOTE U MOJIBEPraThbCs OUYUCTKE U YOOPKe MO Mepe
HeO6X0ﬂI/IMOCTI/I B COOTBETCTBUHU C Tpe6OBaHI/IHMI/I CaHHUTAPHBIX HODM, YCTAaHOBJIEHHBIX
3aKOHO/IaTeJbCTBOM T'OCY/AapCTB-4JieHOB. JlO/DKHBI OBbITh pa3paboTaHbl MHUCbMEHHbIE MPOLEAYPbI IO
06CJIy>KI/IBaHI/II-O U ISKCIJIyaTalMHM TPAHCIOOPTHBIX CpeaAcCTB U O60py,LLOBaHI/IH, HCIIOJIb3YeMbIX OJId
JUCTPUOBIOLNH JIEKAPCTBEHHbBIX CPEJICTB, BKJIIOYAS OYHUCTKY U Mepbl 6€301aCHOCTH.

127. OnpenesieHHe HEOOXOJUMOCTH KOHTPOJIS TeMIlepaTypbl JO/HKHO OCHOBBIBATHCSA Ha aHAJIU3e
PUCKOB, CBSI3aHHBIX C TPAHCHOPTUPOBKOUN JIEKAPCTBEHHBIX CPEACTB IO BBIOPAHHOMY MapIUpYTY.
O6opynoBaHUe, UCHOJb3yeMoOe JJiI KOHTPOJS TeMIlepaTypbl B Ipolecce TPaHCHOPTUPOBKH,
YCTAaHOBJIEHHOE Ha TPAHCHOPTHOM CpeACTBE WM B KOHTeWHepe, JO/KHO NMPOXOJUThH NMepuoJHUyecKoe
TeXHHU4YeCKOoe 00CIY>KMBaHUE, TOBEPKY U KaJMOPOBKY B COOTBETCTBUM C 3aKOHOJAATENbCTBOM roCyJapCTB-
YJIEHOB.

128. llpu obpailleHuH C JIeKapCTBEHHBIMU CPeJCTBAaMU CJeJlyeT MO BO3MOXXHOCTH HCIOJb30BaTh
ClelMaJM3MpOBaHHble  TPAHCIOPTHble  CcpeAcTBa M o6opyzoBaHue. Eciu  ucnosib3yroTcs
HeclelMaJM3upOBaHHble TPAHCIOPTHbIE CpPeACTBA W 06OpYy/AOBaHUE, JOJDKHBI ObITh pa3paboTaHbl U
OpUHATBL B (pOopMe MNHCbMEHHOTO JOKYMEHTa MNpOoLefypbl, 06ecleyHBaloOIINe COXpaHEHHe KavyecTBa
JIeKapCTBEHHbBIX CPEJICTB.

129. f[eKapCTBeHHble cpeactBa AOJIXKHBI OBITH AO0CTaBJIEHBI 110 a/ijpeCy, YKa3aHHOMY B JOKYMEHTax
Ha IMOCTaBKy, U IepeadaHbl HENOCPpeACTBEHHO B IIOMeEUIE€HHUE I10JydaTeJsid. f[eKapCTBeHHbIe CpeAcCTBa He
AOJIXXHbI OCTaBJIATBCA B KaKHUX-JIH160 APYTUX MIOMEUEeHHUAX.

ZIJIH OpraHru3any 3SKCTPEHHBbIX [JOCTABOK B Hepa6oq1/1e 4acbl [OO0JI?KEH ObITb Ha3Ha4veH
Cl'IeLU/IaIII/ISI/IPOBaHHblf/’I NnepcoHadi, ﬂel‘/JICTBy}OLLU/IIL/'I Ha OCHOBAaHHUHU JOKYMEHTHPOBaAHHLBIX ITpoLeayp.

130. TpaHCHOpTI/IpOBKa TPpeTbUMH JIMAMHW [JOJIX)KHa OCYUECTBJATbCA Ha OCHOBAHHWHK /[0Or0BODPa,
cogepixKauero Tp€6OBaHI/IH, yCTaHOBJIEHHbIE€ B IoAgpa3jesie 7 HacToduiero paszjeJia. TpaHCHOpTHble
KOMIIaHHUH [JOJIXKHbI OBbITh yBeJOMJIEHDBI O Tpe60BaHI/IHX K yCJIOBUAM TPAHCIHOPTHUPOBKH JIEKAPCTBEHHBbIX
Cpencrs.

OTBeTCTBEHHOCTh 3a CO6JII-O,Q6HI/IG YCJIOBI/Iﬁ TPAHCIIOPTHUPOBKU JIEKAPCTBEHHbIX CpPEeACTB
BO3J1araeTcd Ha ,ZLI/ICTpI/I6b}OTOpa.



131. B ciyyasix Korjia TpaHCIOPTHPOBKA COMPOBOXK/AETCS ONePAI[MsIMU 110 pa3rpy3ke U 06paTHOU
3arpy3ke WJM BKJIIOYaeT B cebGsl TPAaH3UTHOE XpaHeHHe, Heo6X0AMMO 06ecreYuThb HajJjlexallue yCI0BUs
NPOM3BOJACTBEHHON CpeJibl IOMelleHUH U 6e30MacHOCTh XpaHeHUs1 Ha TPaH3UTHBIX cKIagax. K ycioBusam
IPOM3BOJACTBEHHONW CpeJbl IOMeIleHHWH, KOTOpble JOJDKHBI  KOHTPOJMPOBATbCH, OTHOCATCH:
TeMIlepaTypPHbIA peXXrUM, OCBELeHHOCTb, BJaKHOCTb BO3/lyXa U YUCTOTA.

Jl0/KHBI OBITH PEJNPHUHATBI Mepbl JJ151 COKpallleHUsl IPOJ0/KUTETbHOCTH BpEMEHHOI'0 XpaHeHUs
nepej cjaeyIOIUM 3TallOM TPAaHCIOPTHPOBKH.

9.3. Tapa, ynakoBKa 1 MAapKHUpPOBKa

132. JlekapCTBeHHBIE CpeJCTBA LOJLKHBI TPAHCIOPTUPOBAThLCA B TPAHCIIOPTHOM Tape, KOTopas He
OKa3blBaeT HEraTMBHOI'O BJMUSAHMA Ha UX KayeCTBO U obOecrneduMBaeT HaJeKHYI0 3alIUTy OT BHELIHEro
BO3/I€MCTBUS, B TOM YHCJIe IpeJ0TBpallaeT BO3SMOXXHOCTb KOHTAMHUHALUH.

Bbi6oOp TpaHCHOPTHOW Tapbl M YNAaKOBKH JOJKEH OCHOBBIBATHCS HAa TPEOGOBAHUSX K YCIOBHUAM
XpaHeHUsI U TPAHCIOPTUPOBKH JIEKAPCTBEHHBIX CPEJCTB, HA 06'beMe, HEOOXOLUMOM [Jisl pa3MeLleHUs]
TpeOyeMOro KOJIMYECTBa, IMpeJlloJlaraeMbIX KOJIEOAHUSX TEMIepaTypbl OKpYKawlled cpejpbl,
npejnoJjiaraeMoil MaKCUMaJlbHON [JJIMTEJbHOCTU TPAHCIOPTHPOBKH, BKJ/IHOYAasl BpeMEHHOe XpaHeHHe Ha
TaMOXXEHHbIX CKJIa/Iax.

133. [Jnsa obGecrnevyeHUs] HaJJieXxallero o6palleHUs] C JIeKapCTBEHHBIMU CpeACTBaMU U yPOBHS
6e30MMacCHOCTH Ha TPAHCHOPTHYIO Tapy JOJHKHA ObITh HaHeCeHAa MapKUPOBKa, CoZieprkalias Heo6X0AUMYI0
nHPOpPMaLUIO O TPeOGOBAHUSX 110 06pAlLleHHI0 U XPaHEHUIO JAHHOW TPaHCIIOPTHOM Tapkl € JIeKapCTBEHHBIM
CPeACTBOM, a TakKXe 0 HEOOXOJMMBIX Mepax MpeJoCTOPOoXKHOCTU. MHopMalys Ha TpaHCIOPTHOHN Tape
Jl0JKHA 06ecreyrMBaTh BO3MOXKHOCTb HJIeHTHUPUKALIUM COAEPKUMOI0 U UCTOYHHUK €ro MPOUCXOXK/EHHUS.

9.4. J/lekapCTBEHHBIE CPE/CTBA, TPEGYIIEe 0C06G0ro 06palleHUus

134. llpu TpaHCIIOPTHPOBKE TAaKUX TPeOYIOIHUX 0C060Tr0 06palleHUs JIeKapCTBEHHbIX CPEJICTB, KaK
JIeKapCTBEHHbIE CPEJCTBA, COZEPXKALMe HAPKOTHYECKHE CPEeJCTBA, MCUXOTPONHBbIE BeLeCTBA M HX
IPeKypcopsl, bl (J0BUTbIe BeleCTBa) U MOJJIeKalle 0COObIM BHJAAM KOHTPOJISI B COOTBETCTBUM C
3aKOHO/ATEJbCTBOM  TIOCY/apCTB-4/IEHOB, JUCTPUOBIOTOP JO/DKEH 00ecleYuTb 0Oe30MacHbld U
3alIUILEeHHbIA OT HENPAaBOMEPHOI'0 JOCTYIA PEXUM TPAaHCHOPTUPOBKU B COOTBETCTBUM C TPeGOBAHUSAMHU
3aKOHO/ATe/IbCTBA TOCYAAPCTB-4JIEHOB.

JloJOKHBI GBITH CO3/1aHbI JJOTIOJIHUTEJIbHbIE CUCTEMbI KOHTPOJISI B OTHOIIEHUU NMOCTAaBOK YKa3aHHbBIX
JIeKapCTBEHHbIX CpeAcTB. Jlo/mkHa ObITh paspaboTaHa U JOKYMeHTa/lbHO odopMJeHa MpoLeaypa,
omnpeJiesiomas MOPsAAOK JAeWCTBUH B ciyvyae UX XullleHHs. Jlo6ble cjaydyau XUIEHWUN JOJKHBI GbITh
JIOKYMEHTHUPOBAHbI.

135. OmnacHble (BBICOKOAKTHMBHbIE) U paJMOAKTHBHbIE JIeKapCTBEHHble CpeACTBA JJOKHBI
TPaHCIOPTUPOBATbCA B 3allMILEHHBIX, ClelUaJU3MPOBAHHBIX M HaJ|eXKHBIX TPAHCIOPTHBIX CpeJCTBaXx.
[IpyHMMaeMble Mepbl 6€30MACHOCTU JJO/DKHBI COOTBETCTBOBATh 3aKOHOATE/IBCTBY I'OCY/IapCTB-UJIEHOB U
MeX/yHapOoHbIM JI0rOBOpPAM.

136. [na obecnedyeHuss TpebyeMbIX YCJOBUM TPAHCIOPTUPOBKU TMpPU TPaHCHOPTHUPOBKE
TepPMOJIaOU/IbHBIX JIEKaPCTBEHHBIX CPEJACTB JO0JDKHBI ObITh HCIOJIb30BaHbl CHelyaJlbHOEe 000pyZOBaHHUE



WU cpeAcTBa (M30TepMUYecKas YIAaKOBKA, KOHTeHHepbl), a TaKXKe TPAHCIOPTHbIE CPeJCTBa,
obecrnedynBarliye NoAAepKaHUE TPeOYeMOTo TeMIIEPATYPHOr0 PEKUMa.

TpaHcnopTHbIE cpe/icTBa, 06ecneYrBalolye NoAepKaHue TpeGyeMoro TeMIIEPATYPHOTO PEXUMA,
U 000pyZi0OBaHHe, UCIOJb3yeMOe JJsI KOHTPOJII TeMIepaTypbl B Ipolecce TPaHCIOPTUPOBKHU
TEPMOJIAGU/IBLHBIX JIEKAPCTBEHHBIX CPEJCTB, [JOJDKHBI TMPOXOJUTb IMEPUOJUYEeCKOe TeXHHUYeCKoe
06CayKMBaHWe, IOBEPKY U KaJHOpOBKYy. Heo6X0iMMO NPOBOAUTE aHAIU3 TEMIIEPATyPHOTO KapTUPOBAHHUS
C COBJIF0IEHUEM YCI0BUH, OTPAXKAIOUIUX TapaMeTPhbl IKCIIyaTaLMH, U C Y4€TOM CE30HHBIX KOJIeGaHUM.

[To 3anpocy moJiyyaTesisi JOJGKHBI OBbITh NpeACTaBJeHbl JaHHble, NOATBepXKAaloliue cobioieHue
TeMIIepaTypHOIo peXXuMa py XpaHEHUU U TPAHCIIOPTUPOBKE TePMOJIabU/IbHBIX JIeKapCTBEHHBIX CPEJICTB.

137. Xs1afj03/1eMeHThI B U30TEPMUYECKUX KOHTEHHepax J0/DKHbI ObITh pa3MellleHbl TAKUM 06pa3oM,
YTOOBI OTCYTCTBOBAJI NPSIMOM KOHTAKT C JIEKaPCTBEHHBIMU CpeJicTBaMU. [lepcoHasn Jo/mKeH GBITh 06yYeH
TpeGOBaHUSAM NpOLEeAyp MO TNOArOTOBKE H30TEPMHYECKHX KOHTEHHepoB (C y4eTOM Ce30HHBIX
0COBGeHHOCTel), a TaKXKe TpebGOoBaHUSAM K IOBTOPHOMY HUCII0JIb30BAHUIO XJ1a/[03/IEMEHTOB.

[lOJ'I)KHbI OBbITH pa3p360TaHbI MeEpbI, HallpaBJIEHHbI€ HaA IMpeaoTBpalleHHne IOBTOPHOIO
HCIIOJIb30BAHHUA HEAOCTATOYHO OXJIAXKAEHHbIX XJ/IaJ03JIEMEHTOB. [loana OBbITH OOecrneyeHa Hajjiexallad
(1)I/ISI/I‘<IECKaH HN30JIA0UA OXJIAXKAEHHBIX U 3dMOPOXKEHHbIX XJIaZ103JIEMEHTOB.

[Ipouiecc A0CTaBKKM TepMOJIabUIbHBIX JIEKAPCTBEHHBIX CPEACTB C YYE€TOM KOHTPOJISI CEe30HHBIX
KoJiebaHUH TeMnepaTyp J0/KeH ObITh ONKMCaH B JOKYMEeHTUPOBaHHOM Npoleaype.



